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AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  regarding  general  provisions 
applicable  to  the  classification  of 
hematology  and  pathology  devices.  The 
preamble  to  this  rule  responds  to 
general  comments  received  on  the 
proposals  regarding  classification  of 
hematology  and  pathology  devices.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-127-7550. 
SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  September  11, 1979 
(44  FR  52590),  FDA  published  a 
proposed  regulation  containing  general 
provisions  applicable  to  the 
classification  of  hematology  and 
pathology  devices.  The  preamble  to  the 
regulation  described  the  development  of 
the  proposed  regulations  classifying 
hematology  and  pathology  devices  and 
the  activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel)  and  the  Clinical 
Chemistry  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (responsible  for  advising  FDA  on 
pathology  devices,  formerly  the 
responsibility  of  the  Pathology  Device 
Classification  Panel),  an  FDA  advisory 
committee  that  makes  recommendations 
to  FDA  concerning  the  classification  of 
hematology  and  pathology  devices.  FDA 
also  published  in  that  issue  of  the 
Federal  Register  individual  proposed 
regulations  to  classify  109  hematology 
and  pathology  devices.  FDA  provided  a 
period  of  60  days  for  interested  persons 
to  submit  written  comments  on  these 
proposals. 

FDA  received  several  general 
comments  regarding  the  process  used 
for  publishing  the  classification 
proposals  for  hematology  and  pathology 


devices.  The  agency  is  responding  to 
these  general  comments  below. 

1.  A  comment  noted  that  the  Panels 
recommended  that  certain  devices  be 
exempt  from  the  complete  good 
manufacturing  practice  (GMP) 
regulation  in  Part  820,  and  that  when  the 
agency  provided  exemption  from  the 
GMP  requirements,  the  exemption  did 
not  extend  to  §  820.180  and  §  820.198, 
relating  to  records  and  complaint  files. 
The  comment  contended  that  the  agency 
should  grant  a  complete,  rather  than  a 
partial,  exemption  from  the  GMP 
requirements. 

FDA  disagrees  with  this  comment.  In 
a  basic  policy  decision,  the  agency  has 
determined  that  no  exemptions  will  be 
granted  for  any  device  from  two  GMP 
requirements  in  Part  820 — §  820.180, 
regarding  general  requirements 
concerning  records,  and  §  820.198, 
regarding  complaint  files.  The  agency 
believes  that,  to  protect  the  public 
health  and  to  carry  out  its 
responsibilities  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (the  act), 
manufacturers  must  maintain  complaint 
files  and  FDA  must  have  access  to  these 
files.  Further  explanation  of  the  agency’s 
policy  regarding  granting  of  exemptions 
from  the  GMP  requirements  is  in  the 
proposed  general  provisions  for 
hematology  and  pathology  devices,  in 
the  proposed  regulations  and  final 
regulations  for  each  device  that  the 
Panels  or  comments  recommended  be 
exempt  from  the  GMP  regulation,  and  in 
the  section  later  in  this  preamble 
entitled,  “Exemptions  for  Class  I 
Devices." 

2.  One  comment  noted  that,  although  a 
manufacturer  may  be  exempt  from  all 
GMP  requirements  except  §  §  820.180 
and  820.198,  §  820.180  requires  that 
manufacturers  maintain  for  at  least  2 
years  all  the  records  required  by  the 
GMP  regulation.  The  comment  asked 
whether  maintenance  of  batch  records, 
component  testing  records,  and  other 
quality  control  records  will  be  required 
for  devices  exempt  from  the  GMP 
requirements  except  for  §  §  820.180  and 
820.198. 

FDA  disagrees  with  the  comment’s 
interpretation  of  the  exemption.  Section 
820.198  requires,  among  other  things, 
that  a  manufacturer  shall  maintain  a 
complaint  file,  investigate  complaints 
and  maintain  records  of  complaint 
investigations,  and  keep  copies  of  these 
complaint  records  at  the  device 
manufacturing  location.  Section  820.180 
requires,  among  other  things,  that  the 
manufacturer  maintain  required  records 
for  2  years  from  date  of  release  of  the 
device  and  that  these  records  be 
available  for  review  and  copying  by 
FDA  employees.  The  only  records 
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required  to  be  kept  by  a  manufacturer  of 
a  device  exempt  from  all  GMP 
requirements  except  §§  820.180  and 
820.198  are  complaint  files  and  related 
records  under  §  820.198,  and  only  these 
files  and  records  are  subject  to 
mandatory  FDA  inspection.  The 
requirements  in  §  820.181  through 
§  820.195  concerning  device  master 
records,  batch  history  records,  etc.,  need 
not  be  met  for  devices  exempt  from  the 
GMP  requirements  except  for  §  §  820.180 
and  820.198.  If  a  manufacturer 
voluntarily  meets  these  recordkeeping 
requirements,  FDA  encourages,  but  does 
not  require,  the  manufacturer  to  grant 
access  to  these  records. 

3.  Two  comments  suggested  that  FDA 
failed  to  consider  the  economic  impact 
of  these  regulations.  The  comments 
suggested  that  FDA  provide  an  estimate 
of  the  added  health  care  costs  that  will 
result  from  these  regulations  and  that 
this  estimate  be  provided  to  the  public 
before  the  promulgation  of  final 
regulations. 

FDA  rejects  this  comment.  As 
required  by  Executive  Order  12044,  the 
agency  has  analyzed  the  economic 
effects  of  the  proposed  regulations  and 
has  determined  that  the  proposed 
rulemaking  does  not  involve  major 
economic  consequences  as  defined  in 
that  order.  As  stated  in  the  proposed 
regulation,  a  copy  of  this  analysis  has 
been  filed  with  the  Hearing  Clerk,  Food 
and  Drug  Administration,  and  is 
available  to  the  public. 

4.  One  comment  noted  the  presence  of 
distinct  differences  in  the  manner  in 
which  the  proposed  regulations  were 
written  that  raise  questions  as  to  the 
meaning  of  the  regulations.  (No 
examples  were  provided  by  the 
comment). 

FDA  disagrees  with  the  comment.  The 
agency  is  not  aware  of  significant 
differences  in  the  language  of  any  of  the 
proposed  regulations  compared  to 
others.  The  agency  intended  to  issue  a 
consistent  set  of  regulations.  Minor 
inadvertent  discrepancies  have  been 
noted  and  are  being  addressed  in  the 
final  individual  regulations. 

5.  One  comment  objected  to,  and 
suggested  deletion  of,  a  description  of 
the  uses  of  the  device  in  the  device 
identification  sections  of  several 
proposed  regulations.  The  comment 
suggested  that  such  a  practice  implies  a 
performance  standard  or  that  use  of  the 
device  for  a  purpose  other  than  that 
specified  in  the  identification  would 
result  in  its  being  considered  not  to  be  a 
medical  device.  The  comment  suggested 
that  the  uses  of  the  device  should  be  left 
to  the  standards  writing  process.  Similar 
comments  were  received  on  a  number  of 
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individual  proposals  and  are  responded 
to  here. 

FDA  agrees  that,  during  the  standards 
development  process,  labeling 
specifying  the  uses  of  each  device 
classified  into  class  II  will  be  subjected 
to  more  specific  requirements  than  now 
exist  under  section  502  of  the  act  (21 
U.S.C.  352)  and  §  §  801  or  809.10  of  the 
regulations  (21  CFR  801  or  809.10). 
However,  because  the  regulations 
classifying  hematology  and  pathology 
devices  concern  products  the  basic 
function  of  which  is  use  in  diagnosis,  the 
agency  believes  that  it  is  appropriate  to 
include  a  brief  general  description  of  the 
major  diagnostic  uses  of  each  device  in 
its  identification.  FDA  disagrees  with 
the  comment’s  argument  that  uses  of  a 
device  that  are  not  described  in  a 
regulation  are  not  subject  to  regulation 
as  devices. 

6.  One  comment  suggested  that  the 
device  registration  and  listing 
classification  name  and  product  code 
issued  by  FDA  for  use  by  industry  to 
accomplish  device  listing  should  be  used 
by  FDA  as  part  of  the  identification  of 
the  device  in  its  classification 
regulation. 

Although  the  suggestion  in  the 
comment  has  merit,  practical  problems 
prevent  its  adoption.  Some 
manufacturers  have  become  accustomed 
to  identifying  a  device  by  its  registration 
and  listing  name  and  three  letter  code 
used  for  purposes  of  device  listing  under 
section  510  of  the  act  (21  U.S.C.  360). 
However,  FDA  is  still  making  changes  in 
the  names  and  identifications  of  generic 
types  of  devices  in  the  classification 
regulations  for  devices  for  which  final 
regulations  have  not  been  published. 
Because  FDA  has  not  used  the  present 
device  registration  and  listing  names  in 
the  proposed  and  final  classification 
regulations,  FDA  has  prepared  an  index 
of  names  of  generic  types  of  medical 
devices  used  in  classification 


8.  A  comment  requested  that  the  FDA 
clarify  that,  although  a  regulation  to 
require  premarket  approval  applicable 
to  the  products  described  in  section 
515(b)(l)(A)(B)  may  be  issued  during  the 


regulations  to  aid  a  manufacturer  in 
matching  its  device  with  the  proper 
classification  regulation.  The  index 
shows  the  device  registration  and  listing 
product  code  for  each  device  reviewed 
by  a  classification  panel  and  the 
corresponding  name  of  the  generic  type 
of  device  and  classification  panel  in 
which  the  device  classification  will  be 
published  in  the  Federal  Register.  The 
agency  announced  the  availability  of 
this  index  in  the  Federal  Register  of 
March  6, 1979  (44  FR  12269).  If 
necessary,  this  index  will  be  updated 
and  the  availability  of  the  revised  index 
will  be  reannounced  in  the  Federal 
Register.  Because  this  index  is  available, 
FDA  believes  that  it  is  unnecessary  to 
include  or  cross  reference  the  present 
device  registration  and  listing  name  and 
product  code  in  the  classification 
regulations.  In  the  future,  following 
publication  of  most  of  the  device 
classification  regulations,  the  agency 
will  revise  and  re-issue  the  device 
registration  and  listing  product  code,  so 
that  the  device  names  to  be  used  for 
registration  and  listing  correspond  to  the 
device  names  in  the  final  device 
classification  regulations. 

7.  One  comment  suggested  that  the 
final  regulations  explain  that  not  all  the 
hematology  and  pathology  devices  being 
classified  are  diagnostic  products. 
Therefore,  §  809.10,  which  provides  the 
labeling  requirements  for  in  vitro 
diagnostic  products,  does  not  apply  to 
all  devices  listed  in  the  hematology  and 
pathology  device  classification 
regulations.  The  comment  suggested  that 
FDA  identify  those  hematology  and 
pathology  devices  where  the 
requirements  of  §809.10  do  not  apply. 

FDA  agrees  with  the  comment.  The 
requirements  of  §  809.10  do  not  apply  to 
the  following  hematology  and  pathology 
devices;  however,  these  devices  are 
subject  to  the  labeling  requirements  in 
§  801: 


30  month  grace  period  following  final 
classification,  the  submission  of  a 
premarket  approval  application  will  not 
actually  be  required  until  the  30  month 
grace  period  has  expired  or  until  90  days 


after  the  promulgation  of  the  regulation, 
whichever  is  later. 

FDA  agrees  with  the  comment,  but 
notes  that  this  information  is  provided 
in  the  proposed  regulations. 

9.  One  comment  suggested  that  the 
Panels’  classification  recommendations 
do  not  address  the  adequacy  of  the 
labeling  for  currently  marketed 
products.  The  comment  noted  that  the  in 
vitro  diagnostic  product  labeling 
requirements  (21  CFR  809.10)  require  the 
manufacturers  to  conduct  tests  of  their 
products  and  characterize  their 
performance  through  specific  claims.  It 
was  suggested  that  Panel  deliberations 
identifying  specific  labeling  deficiencies 
should  be  included  in  support  of  the 
Panels’  recommendations  that  the  safety 
and  effectiveness  of  a  product  cannot  be 
assured  by  general  controls. 

FDA  disagrees  with  this  comment. 

The  Panels  did  not  review  the  labeling 
for  all  currently  marketed  products.  This 
kind  of  labeling  review  was  not  the 
Panels’  responsibility.  However,  in 
several  instances  the  Panel 
recommendations  suggest  specific 
labeling  requirements.  The  in  vitro 
diagnostic  product  labeling  regulation 
requires  statements  of  specific 
performance  characteristics  and  a 
summary  of  the  data  upon  which  those 
characteristics  are  based.  The  labeling 
requirements  do  not  specify  acceptable 
performance  ranges  based  on  generally 
accepted  reference  methods  for  those 
performance  characteristics.  It  was 
precisely  this  need  to  prescribe 
acceptable  ranges  for  precision, 
accuracy,  sensitivity,  and  specificity 
that  the  Panel  cited  repeatedly  as  a 
basis  for  the  need  to  develop 
performance  standards.  Panel 
discussions  of  product  labeling  are 
contained  in  the  Panel  meeting 
transcripts  that  are  on  file  at  the  office 
of  the  Hearing  Clerk  and  that  are  part  of 
the  administrative  record  of  these 
regulations. 

10.  One  comment  suggested  that  the 
reasons  given  for  recommending  class  II 
or  class  III  classifications  or  for 
disallowing  an  exemption  are  superficial 
and  that  the  proposals  do  not  reflect 
substantive  deliberation  and  evaluation. 
The  comment  alleged  that  the  proposals 
contain  generalized  statements,  reflect 
incomplete  familiarity  with  some 
products  and  their  uses,  and  show  too 
little  regard  for  regulatory  requirements 
already  in  place.  The  comment 
requested  that  the  proposed  regulations 
not  be  promulgated  as  final  regulations 


Section  and  device  *-  *  Docket  No. 


864.9100  Container  for  the  collection  and  processing  of  blood  and  blood  components _ _ _  78N-1919 

864.9125  Vacuum-assisted  blood  collection  system . .  78N-1920 

864.9145  Processing  system  for  frozen  blood . . . . . . .  78N-1921 

864.9195  Blood  mixing  and  weighing  device _ _ _ _ _ _ _ _ _ _  78N-1925 

864.9205  Blood  and  plasma  warming  device . . . . . . . . . .  78N-1926 

864.9245  Automated  blood  cell  separator . . . . . . . . . . . .  78N-1928 

864  9575  Environmental  chamber  for  storage  of  platelet  concentrate . . . .... . .  78N-1936 

864.9700  Blood  storage  refrigerator  and  blood  storage  freezer . . . . . .  78N-1939 

864.9750  Heat  sealing  device . . . . . .  78N-1940 

864.9875  Transfer  set . .  78N-1942 
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until  FDA  and  the  Panel  publicly 
disclose  specific  reasons  why  a  lower 
classification  is  not  adequate  to  ensure 
safety  and  effectiveness  and  provide 
examples  of  actual  failures  resulting  in 
patient  or  operator  injury. 

FDA  disagrees  with  the  comment.  The 
agency  believes  that  the  Panel  and  FDA 
cited  adequate  reasons  for  the  proposed 
class  II  or  class  III  classifications.  In 
three  instances,  FDA  has  decided  to 
change  the  classification  in  the  final 
regulation  from  that  which  was 
proposed.  FDA’s  position  on  GMP 
exemptions  is  discussed  elsewhere  in 
this  preamble. 

The  Panel's  classification 
recommendations  and  FDA’s  decisions 
represent  over  3Y2  years  of  careful 
deliberation  and  evaluation.  FDA 
believes  that  the  reasoning  presented 
fully  supports  the  proposed 
classifications  and  sees  no  reason  to 
cite  specific  examples  of  actual  product 
failures  resulting  in  injury  to  a  patient  or 
operator.  FDA  will  not  delay  the 
publication  of  final  regulations 
classifying  the  hematology  and 
pathology  devices. 

11.  One  comment  suggested  that  it  is 
unnecessary  to  make  class  I 
recommendations  for  commonplace 
instruments  that  have  been  used  for 
years. 

FDA  disagrees  with  this  comment. 

FDA  is  charged  with  the  classification 
by  regulation  of  all  medical  devices  in 
commercial  distribution  before  the 
enactment  date  of  the  Medical  Device 
Amendments.  Therefore,  all  medical 
instruments,  commonplace  or  otherwise, 
must  be  classified.  In  several  instances 
the  Panels  cited  the  widespread  use  of  a 
device  over  a  period  of  years  as 
justification  for  a  class  I 
recommendation. 

12.  One  comment  expressed  concern 
that  the  potentially  lengthy  premarket 
approval  process  will  delay  the 
marketing  of  class  III  devices.  The 
comment  stated  that  testing  of  class  III 
devices  in  an  informed  and  responsible 
setting  would  allow  for  the  sharing  of 
expertise  between  the  manufacturer  and 
the  clinician.  The  comment  suggested 
that  regulations  inappropriately 
classifying  certain  devices  into  class  III 
not  be  published  as  final  regulations,  but 
that  FDA  use  organizations  such  as  the 
College  of  American  Pathologists  to 
develop  voluntary  standards. 

FDA  points  out  that  many  of  the 
devices  that  are  being  classified  into 
class  III  are  already  on  the  market  and 
that  the  statute  provides  a  grace  period 
for  the  manufacturers  of  these  devices  to 
satisfy  premarket  approval 
requirements.  With  respect  to  newly 
offered  class  III  devices  subject  to 


premarket  approval  requirements,  FDA 
does  not  believe  that  these  requirements 
will  cause  unreasonable  delay  in  the 
marketing  of  these  devices.  FDA  agrees 
that  testing  of  devices  in  a  clinical 
setting  is  essential  for  the  development 
of  safe  and  effective  medical  devices. 
However,  the  agency  believes  that  the 
investigational  device  exemption  (IDE) 
regulations  published  in  the  Federal 
Register  of  January  18, 1980  (45  FR  3732) 
and  the  product  development  protocol 
guidelines  (the  availability  of  which  will 
be  announced  in  the  future)  provide  for 
the  testing  of  class  III  devices  in  an 
informed  and  responsible  clinical 
setting.  FDA  believes  that  class  III  is  an 
appropriate  classification  for  certain 
devices  for  which  performance 
standards  cannot  be  developed.  For 
these  devices,  voluntary  standards 
would  be  inadequate  even  if  they  could 
be  developed.  Therefore,  FDA  will  not 
delay  the  final  classification  of  these 
devices 

13.  One  comment  suggested  that  FDA 
offer  a  second  comment  period  if  the 
identification  section  of  the  proposed 
regulation  is  changed  significantly  or  if 
the  final  regulation  places  a  device  in  a 
classification  category  that  differs  from 
the  proposed  classification. 

If  the  identification  section  or  a 
proposed  classification  is  changed  in 
response  to  comments  received,  FDA 
will  consider  whether  a  reproposal  is 
legally  required  or  is  desirable  as  a 
matter  of  policy.  The  agency  declines  to 
commit  itself  to  publishing  a  reproposal 
each  time  the  identification  section  is 
amended  or  each  time  the  classification 
category  into  which  a  device  is  placed 
differs  from  the  proposed  classification. 
The  agency  will  evaluate  each  case  on 
its  own  merits.  Interested  persons  may 
petition  for  reclassification  of  a  devicp 
under  Subpart  C  of  Part  860  (21  CFR  Part 
860),  the  classification  procedures 
regulation.  In  view  of  the  availability  of 
the  reclassification  process,  in  most 
cases  it  would  be  an  unnecessary 
procedural  step  to  republish  a  proposed 
classification  regulation  merely  because 
the  device  in  the  final  regulation  is  in  a 
classification  different  from  that 
proposed. 

14.  One  manufacturer  noted  that 
Schilling's  Test  had  been  determined  not 
to  be  a  medical  device  but  to  be  a  drug 
under  section  201(g)(1)  of  the  act.  This 
determination  was  based  on  the  fact 
that  the  test  required  the  oral 
administration  of  radioisotope-labeled 
(67Co  or  ^Co)  cyanocobalamin  and  was, 
therefore,  an  in  vivo  diagnostic  test.  This 
manufacturer  sells  two 
radiopharmaceuticals,  ferrous  citrate 
(59Fe)  and  sodium  chromate  (51Cr), 


under  approved  new  drug  applications 
(NDA’s)  and  these  products  may  be 
used  for  the  iron  kinetics  test  and  for  the 
red  cell  survival  test.  The  manufacturer 
believes  that  these  are  in  vivo  products 
and  that  the  iron  kinetics  test  and  the 
red  cell  survival  test  are  in  vivo 
diagnostic  tests  and  should  be  deleted 
from  the  medical  device  classification 
regulations. 

FDA  agrees  with  this  comment. 
Accordingly,  the  iron  kinetics  test 
(Docket  No.  78N-1870)  and  the  red  cell 
survival  test  (Docket  No.  78N-1875) 
have  been  deleted  from  the  final 
classification  regulations  for  hematology 
and  pathology  devices.  Separate 
termination  notices  for  these  two  docket 
numbers  will  be  published  in  the  Federal 
Register  at  a  later  time. 

15.  One  comment  suggested  that  the 
language  in  the  proposed  rules  for  dye 
and  chemical  solution  stains  and 
hematology  stains,  Docket  Numbers 
78N-1834  and  78N-1907,  respectively,  be 
modified  to  prevent  the  regulation  of 
dye  and  chemical  solution  stains  under 
two  conflicting  regulations. 

The  agency  agrees  with  this  comment. 
Accordingly,  the  proposed  regulations 
(Docket  Nos.  78N-1834  and  78N-1907) 
and  the  proposed  regulation  for  dye 
powder  stains  (Docket  No.  78N-1835) 
have  been  merged  into  one  regulation, 
dye  and  chemical  solution  stains 
(Docket  No.  78N-1834).  Separate 
termination  notices  for  these  two 
deleted  docket  numbers  will  be 
published  in  the  Federal  Register  at  a 
later  time. 

16.  The  system  for  identification  of 
hepatitis  B  antigen  (Docket  No.  78N- 
1934)  consists  of  the  reagents  used  to 
test  for  hepatitis  B  antigen.  Some  of  the 
reagents  in  this  product  consist  of 
antisera  licensed  by  the  Bureau  of 
Biologies  of  FDA.  The  agency  is  not  at 
this  time  publishing  device  classification 
regulations  for  devices  that  also  are 
licensed  biologies. 

Exemptions  for  Class  I  Devices 

FDA  proposed  to  exempt  three  generic 
types  of  hematology  and  pathology 
devices  from  certain  requirements  of  the 
good  manufacturing  practice  (GMP) 
regulation  in  Part  820  (21  CFR  Part  820): 
Dye  and  chemical  solution  stains 
(Docket  No.  78N-1834);  tissue  processing 
equipment  (Docket  No.  78N-1842),  and 
general  purpose  reagents  (Docket  No. 
78N-1849).  Elsewhere  in  this  issue  of  the 
Federal  Register,  the  agency  is 
publishing  final  regulations  for 
classification  of  these  three  devices  and 
for  microscopes  and  accessories  (Docket 
No.  78N-1846). 

The  final  regulation  for  each  of  these 
four  devices  exempts  the  device  from  all 
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1  of  the  GMP  requirement  with  the 
exception  of  §  §  820.180  and  820.198 
i  relating  to  records  and  complaint  files. 

I  The  agency  has  determined  that 
execption  of  any  device  from  §  §  820.180 
and  820.198  of  the  GMP  regulation 
would  not  be  in  the  public  interest. 
Moreover,  compliance  with  these 
sections  is  not  unduly  burdensome  for 
device  manufacturers.  The  complaint 
file  requirements  ensure  that  device 
manufacturers  have  adequate  systems 
for  complaint  investigation  and 
followup.  The  general  requirements 
concerning  records  ensure  that  FDA  has 
access  to  complaint  files,  can  investigate 
device-related  injury  reports  and 
complaints  about  produce  defects,  can 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and  can 
determine  whether  an  exemption  from 
other  sections  of  the  GMP  regulation,  if 
one  has  been  granted,  is  still 
appropriate.  Also,  for  the  reasons  given 
in  the  proposal,  these  exemptions  do  not 
apply  to  devices  that  are  labeled  or 
otherwise  represented  as  sterile. 

In  response  to  a  manufacturer’s 
petition  (79P-0299)  for  exemption  from 
the  GMP  regulation  for  one  hematology 
or  pathology  device  subject  to  the 
document  listed  below,  FDA  has  granted 
the  exemption  if  the  device  is  not 
labeled  or  otherwise  represented  as 
sterile. 


Device  name  Docket  No. 

Microscopes  and  accessories .  78N--1846 


The  exemption  does  not  extend  to 
§  820.180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198,  with  respect  to  complaint 
files.  This  action  is  described  in  more 
detail  in  the  preamble  to  the  individual 
final  regulation  for  this  device  which 
grants  the  same  exemption  to  other 
manufacturers  of  the  device. 

Guidelines  for  Preparing  Petitions 
Requesting  Exemption  or  Variance  From 
the  Device  GMP  Regulation  for  Device 
Classified  Into  Either  Class  I  or  Class  II 

FDA  has  prepared  guidelines  on  the 
procedures  that  should  be  followed  by 
persons  who  wish  to  submit  petitions  for 
exemption  or  variance  from  the  device 
GMP  regulation.  These  petitions  may  be 
submitted  in  accordance  with  provisions 
of  section  520(f)(2)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (21  U.S.C. 
360j(f)(2)).  The  agency  announced  the 
availability  of  the  guidelines  in  a  notice 
published  in  the  Federal  Register  on 
Friday,  January  18, 1980  (45  FR  3671). 


Changes  in  Final  Regulations 

The  agency  occasionally  has  made 
minor  changes  in  device  names  or 
identifications  to  clarify  the  regulations. 
Additionally,  the  agency  is  adding  an 
explanation  in  §  864.1  that  references  in 
Part  864  to  other  regulatory  sections  of 
the  Code  of  Federal  Regulations  are  to 
Chapter  I  of  Title  21,  unless  otherwise 
noted. 

Devices  That  Have  Both  Medical  and 
Nonmedical  Uses 

FDA  has  also  clarified  several 
regulations  classifying  products  that 
have  both  medical  and  nonmedical  uses. 
FDA  will  regulate  a  multi-purpose 
product  as  a  medical  device  if  it  is 
intended  for  a  medical  purpose,  i.e.,  for 
“use  in  the  diagnosis  of  disease  or  other 
conditions,  or  in  the  cure,  mitigation, 
treatment,  or  prevention  of  disease,”  or 
“to  affect  the  structure  or  any  function 
of  the  body.”  Section  201(h).  FDA  will 
determine  the  intended  use  of  a  product 
based  upon  the  expressions  of  the 
person  legally  responsible  for  its 
labeling  and  by  the  circumstances 
surrounding  its  distribution.  The  most 
important  factors  the  agency  will 
consider  in  determining  the  intended  use 
of  a  particular  product  are  the  labeling, 
advertising,  and  other  representations 
accompanying  the  product.  Products 
that  have  medical  uses  only  are  clearly 
intended  for  medical  purposes  and, 
therefore,  will  be  regulated  as  medical 
devices  whether  or  not  medical  claims 
are  made  for  them. 

Classification  of  Platelet  Factor  4 
Radioimmunoassays  and  Glycosylated 
Hemoglobin  Assays 

Elsewhere  in  this  issue  of  the  Federal 
Register,  FDA  is  publishing  final 
regulations  (Docket  Nos.  79P-0112  and 
78P-0155)  codifying  its  1978  and  1979 


orders  reclassifying  platelet  factor  4 
radioimmunoassays  and  glycosylated 
hemoglobin  assays  from  class  III  into 
class  II.  Those  regulations  provide 
details  about  the  reclassification  of 
those  devices. 

Changes  in  Device  Advisory  Committee 
Names 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  a  new  structure.  FDA 
published  notices  of  these  changes  in 
the  Federal  Register  of  May  19  (43  FR 
21666,  21667,  and  21668)  and  May  26, 

1978  (43  FR  22672  and  22673).  The 
Hematology  Device  Classification  Panel 
was  terminated,  and  its  functions  are 
now  conducted  by  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel.  The  Pathology  Device 
Classification  Panel  was  terminated. 
Although  responsibility  for  reviewing 
pathology  devices  was  assigned  to  the 
Immunology  and  Microbiology  Devices 
Panel  in  1978  when  FDA  reorganized  the 
panels,  the  agency  has  since  amended 
the  panel  charters  to  transfer  the 
responsibility  for  reviewing  these 
devices  to  another  panel.  Pathology 
devices  are  now  among  the  devices 
reviewed  by  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel. 

Classification  Regulations  Published  to 
Date 

The  following  table  shows  the  current 
structure  of  the  advisory  committees 
involved  with  the  classification  of 
medical  devices  and  a  list  of  all 
proposed  and  final  classification 
regulations  published  to  date: 


Panel/section  name 

Publication  date  in  Federal  Register 

Circulatory  Systems  Devices  Panel: 

.  Mar.  9,  1979,  44  FR  13284-13434  (proposals);  Feb.  5,  1980, 

45  FR  7904-7971  (final  regulations). 

.  Sept.  11, 1979,  44  FR  52050-53063  (proposals). 

General  Medical  Devices  Panel: 

General  Hospital  and  Personal  Use  Device  Section . 

.  Aug.  24.  1979,  44  FR  49844-49954  (proposals). 

Immunology  and  Microbiology  Devices  Panel: 

.  Apr.  22,  1980,  45  FR  27204-27359  (proposals). 

.  Apr.  22,  1980,  45  FR  27204-27359  (proposals) 

Obstetrics-Gynecology  and  Radiologic  Devices  Panel: 

..  Apr.  3.  1979,  44  FR  19894-19971  (proposals),  Feb.  26, 

1980,  45  FR  12682-12720  (final  regulations). 

Ophthalmic;  Ear,  Nose,  and  Throat;  and  Dental  Devices  Panel: 

Respiratory  and  Nervous  System  Devices  Panel: 

Anesthesiology  Device  Section . 

...  Nov  2,  1979,  44  FR  63292-63426  (proposals) 

...  Nov  23,  1978,  43  FR  54640-55732  (proposals);  Sept  4. 

Surgical  and  Rehabilitation  Devices  Panel: 

1979,  44  FR  51726-51778  (final  regulations) 

...  Auo.  28.  1979.  44  FR  50458-50537  (orooosals) 
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List  of  Hematology  and  Pathology 
Devices 

The  following  is  a  list  of  hematology 
or  pathology  devices  being  classified  in 
the  final  regulations  published 
elsewhere  in  this  issue  of  the  Federal 
Register. 


The  list  shows  the  section  of  the  Code 
of  Federal  Regulations  under  which  the 
regulation  classifying  the  device  is  being 
codified,  the  docket  number  of  the 
classification  regulation,  and  the 
classification  of  each  device. 


Section 

Device 

Docket  No. 

Class 

Subpart  B — Biological  Stains 

864.1850 . 

78N-1834 

I 

Subpart  C— Cell  and  Tissue  Culture  Products 

864  2220 . 

.  Synthetic  cell  and  tissue  culture  media  and  components.. 

.  78N-1836 

1 

864  2240 . 

78N-1373 

I 

864.2260 . 

78N-1837 

| 

864.2280 . 

78N-1838 

| 

864.2360 . 

78N-1839 

I 

864.2800 . 

.  78N-1840 

I 

864.2875 . 

Balanced  salt  solutions  or  formulations . 

.  78N-1841 

1 

Subpart  D — Pathology— Instrumentation  and  Accessories 


664.3010 . . . . .  Tissue  processing  equipment ...... _ 78N-1842 

864.3250 . .  Specimen  transport  and  storage  container _ 78N-1843 

864.3300 . . .  Cytocentnfuge . . .  78N-1844 

864.3400 .  Device  for  sealing  microeections. .  78N-1845 

864.3600 .  Microscopes  and  accessories . . 78N-1846 

864.3800 .  Automated  slide  Stainer _ _ 78N-1847 

864.3675 .  Automated  tissue  processor . 78N-1848 


Subpart  E— Specimen  Preparation  Reagents 


864.4010.... - ...; _  General  purpose  reagent 

864.4400 .  Enzyme  preparations . 


Subpart  F— Automated  and  Semiautomated  Hematology  Devices 


864  5200 . 

864.5220 . 

78N-1852 

864  5240 . 

864.5260 . 

864.5300 . 

864.5350 . 

864  5400 . 

864  5425 . 

864  5600 . 

864.5620 . 

864.5680 . 

864  5700 . 

864.5800 . 

864  5850 . 

864  5950 . 

Subpart  G— Manual  Hematology  Devices 

78N-1849  I 

78N-1850  I 


864.6100 .  Bleeding  time  device .  78N-1866 

864.6150 . . . . .  Capillary  blood  collection  tube . 78N-1867 

864  6160 . . . —  Manual  blood  cell  counting  device . _ . .  78N-1868 

864.6400 .  Hematocrit  measuring  device _ _  78N-1869 

864.6550 .  Occult  blood  test . 78N-1871 

864  6600 - -  Osmotic  fragility  test . 78N-1872 

864.6650 . . . . Platelet  adhesion  test . 78N-1873 

864.8675 .  Platelet  aggregometer _ 78N-1874 

864.6700 . .  Erythrocyte  sedimentation  rate  test— _ _  78N-1876 


Subpart  H— Hematology  Kits  and  Packages 

864  7040 . 

864  7060 . 

864  7100 . 

864  7140 . 

78N-1880 

864  7250 . 

78N-1881 

864  7275 . 

864  7290 . 

864  7300 . 

864  7320 . 

864  7340 . 

78N-1886 

864  7360 . 

864  7375 . 

864  7400 . 

864.7415 . 

864  7425 . 

.  Carboxyhemoglobtn  assay . 

78N-1891 

II 

II 

II 

II 

II 


I 


II 

II 

II 
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Subpart  I— Hematology  Reagents 


864.8100 . 

78N-1908  1 

78N-1909  1 

864.8165 . 

78N-1910  1 

864.8175 . 

78N-1911  1 

864.8185 . 

78N-1912  1 

864.8200 . 

...  78N-1913 

864.8500 . 

864.8540 . 

.  Lymphocyte  separation  medium . . . 

...  78N-1914 

...  78N-1915 

864.8625 . 

...  78N-1916 

864  8950 

...  78N-1917 

Subpart  J— Products  Used  In  Establishments  That  Manufacture  Blood  and  Blood  Products 


Blood  bank  supplies .  78N-1918 

Empty  container  for  the  collection  and  processing  of  blood  78N-1919 
and  blood  components. 

Vacuum-assisted  blood  collection  system .  78N-1920 

Processing  system  for  frozen  blood _ _  78N-1921 

Blood  group  substances  of  nonhuman  origin  for  in  vitro  diag-  78N-1922 
nostic  use. 

Automated  blood  grouping  and  antibody  test  system .  78N-1923 

Blood  grouping  view  box _  78N-1924 

Blood  mixing  devices  and  blood  weighing  device .  78N-1925 

Blood  and  plasma  warming  device .  78N-1926 

Cell-freezing  apparatus  and  reagents  for  in  vitro  diagnostic  78N-1927 
use. 

Automated  blood  cell  separator _ ... _  78N-1928 

Blood  bank  centrifuge  for  in  vitro  diagnostic  use _  78N-1929 

Automated  cell-washing  centrifuge  for  immuno-hematology ...  78N-1 930 

Automated  Coombs  test  system _ _ _  78N-1931 

Copper  sulfate  solution  for  specific  gravity  determinations .  78N-1932 

Stabilized  enzyme  solution .  78N-1933 

.  Lectins  and  protectins _  78N-1935 

.  Environmental  chamber  for  storage  of  platelet  concentrate...  78N-1936 

.  Potentiating  media  for  in  vitro  diagnostic  use .  78N-1937 

.  Quality  control  kit  for  blood  banking  reagents .  78N-1938 

Blood  storage  refrigerator  and  blood  storage  freezer .  78N-1939 

.  Heat-sealing  device .  78N-1940 

.  Transfer  set .  78N-1942 


Changes  in  Classification  Made  in  Response  to  Comments  or  Reconsideration 

In  response  to  comments  made  on  the  hematology  and  pathology  proposed 
regulations,  receipt  of  new  information,  or  reconsideration,  the  agency  has  changed 
the  classification  of  the  following  four  devices  in  the  final  regulations: 


Proposed  Pinal 

classification  classification 


78N-1873 - - -  Platelet  adhesion  test . . . 

78N-1 884 ...... - - - .....  Fibrin  monomer  paracoagulation  test.. 

78N-1909 - -  Calibrator  for  cell  indices . 

78N-1911. .  Calibrator  for  platelet  counting . 


Patient  Information 

FDA  is  considering  requiring  the 
development  and  dissemination  of 
information  for  patients  and  consumers 
about  the  uses,  benefits,  and  risks  of 
medical  device.  For  example,  patient 
information  has  already  been  required 
by  FDA  for  intrauterine  devices  and 
hearing  aids.  In  addition,  the  Bureau  of 
Radiological  Health  is  conducting  a 


consumer  education  program  on  X-rays 
that  includes  posters  on  the  effects  of 
radiation  during  pregnancy  and 
distribution  of  X-ray  record  cards. 

FDA  believes  that  patient  information 
is  needed  if:  (1)  There  is  a  choice  among 
alternatives  of  which  the  patient  should 
be  aware;  (2)  there  are  substantial  risks 
or  discomforts  associated  with  the 
product;  (3)  the  cost  of  the  product  is 
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significant;  (4)  there  is  a  need  for  the 
patient  to  strictly  adhere  to  a  specific 
treatment  regimen;  and  (5)  there  is 
substantial  public  or  professional 
controversy  about  the  device  or  its 
related  procedures. 

FDA  can  require  that  manufacturers 
make  medical  device  information 
available  to  providers  for  their  use  and 
the  use  of  their  patients  through  the 
premarket  approval  or  standards  setting 
processes  as  well  as  the  general  control 
provisions  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  The  mechanisms 
available  to  FDA  to  provide  patient 
information  for  devices  include:  (1) 
Labeling  for  restricted  and  nonrestricted 
devices;  (2)  patient  and  provider 
information;  and  (3)  consumer  and 
patient  education  programs. 

FDA  has  tentatively  identified  those 
hematology  and  pathology  devices  for 
which  patient  information  may  be 
required.  Other  hematology  and 
pathology  devices  may  be  identified  in 
the  future,  after  the  criteria  for  selection 
of  devices  needing  patient  information 
have  been  further  refined.  The  devices 
that  have  been  identified  so  far  are 
listed  below: 


Device  Docket  No. 


Occult  blood  test .  78N-1871 

Bleeding  time  device .  78N-1866 

Automated  blood  cell  separator .  78N-1928 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs 
amends  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regulations  by  adding  new 
Part  864,  Subpart  A,  to  read  as  follows: 

PART  864— HEMATOLOGY  AND 
PATHOLOGY  DEVICES 

Subpart  A— General  Provisions 

Sec. 

864.1  Scope. 

Authority:  Secs.  513  and  701(a),  52  Stat. 
1055,  90  Stat.  540-546  (21  U.S.C.  360c  and 
701(a)). 

Subpart  A— General  Provisions 

864.1  Scope. 

(a)  This  part  sets  forth  the 
classification  of  hematology  and 
pathology  devices  intended  for  human 
use. 

(b)  The  identification  of  a  device  in  a 
regulation  in  this  part  is  not  a  precise 
description  of  every  device  that  is,  or 


will  be,  subject  to  the  regulation.  A 
manufacturer  who  submits  a  premarket 
notification  submission  for  a  device 
under  Part  807  cannot  show  merely  that 
the  device  is  accurately  described  by 
the  section  title  and  identification 
provision  of  a  regulation  in  this  part,  but 
shall  state  why  the  device  is 
substantially  equivalent  to  other 
devices,  as  required  by  §  807.87. 

(c)  References  in  this  part  to 
regulatory  sections  of  the  Code  of 
Federal  Regulations  are  to  Title  I  of 
Chapter  21,  unless  otherwise  noted. 

Effective  date.  This  regulation  is 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27297  Filed  9-11-80:  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1834] 

Classification  of  Dye  and  Chemical 
Solution  Stains 

agency:  Food  and  Drug  Adminstration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  dye  and  chemical 
solution  stains  into  class  I  (general 
controls)  and  exempting  manufacturers 
of  the  device  from  certain  requirements 
of  the  good  manufacturing  practice 
regulation.  The  affect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices,  except  for  certain  requirements 
of  the  good  manufacturing  practice 
regulation.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 


Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  a  proposed  regulation  to 
classify  dye  and  chemical  solution 
stains  (44  FR  52957),  dye  powder  stains 
(44  FR  52959),  and  hematology  stains  (44 
FR  53030)  into  class  I  (general  controls). 

A  period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them. 

1.  All  three  comments  agreed  with  the 
proposed  classification  of  the  devices 
into  class  I.  One  comment  suggested 
that  the  proposed  regulation  on  dye  and 
chemical  solution  stains  (Docket  No. 
78N-1834)  be  combined  with  that  on 
hematology  stains  (Docket  No.  78N- 
1907),  because  the  identification  for  the 
dye  and  chemical  solution  stains 
encompasses  the  indentification  of 
hematology  stains,  but  the  two 
proposals  have  different  requirements. 

FDA  agrees  with  the  comment.  The 
agency  is  combining  the  three  proposed 
regulations  concerning  stains  (Docket 
Nos.  78N-1834,  78N-1907,  and  78N-1835) 
into  one  regulation,  on  dye  and  chemical 
solution  stains.  The  identification  for 
this  generic  type  of  device  has  been 
broadened  to  include  all  of  the  devices 
covered  by  the  three  proposals.  ' 
Therefore,  no  final  regulation  will  be 
published  for  hematology  stains  and  dye 
power  stains  (Docket  Nos.  78N-1907  and 
78N-1835). 

2.  Two  comments  suggested  that 
additional  exemptions  be  provided  from 
FDA  requirements.  The  first  comment 
suggested  that  dye  and  chemical 
solution  stains  and  hematology  stains  be 
exempt  from  premarket  notification 
procedures  under  section  510(k)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(the  act)  (21  U.S.C.  360(k))  because  the 
procedures  are  not  necessary  to  protect 
the  public  health.  The  second  comment 
suggested  that  various  certified 
hematology  stains  be  exempt  from 
records  and  reports  requirements  under 
section  519  of  the  act  (21  U.S.C.  360i). 

FDA  disagrees  with  the  comment’s 
suggestion  that  manufacturers  of  certain 
stains  be  exempt  from  records  and 
reports  regulations  promulgated  under 
section  519  of  the  act.  The  records  and 
reports  requirements  in  several  of  FDA’s 
present  device  regulations  are 
authorized,  in  whole  or  in  part,  by 
section  519  of  the  act.  The  most 
extensive  of  these  requirements  are 
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found  in  the  device  good  manufacturing 
practice  (GMP)  regulation,  published  in 
the  Federal  Register  of  July  21, 1978  (43 
FR  31508).  In  the  future,  FDA  will 
publish  other  regulations  under  section 
519  of  the  act,  including  regulations 
requiring  reports  to  FDA  of  experience 
with  medical  devices.  Until  these 
regulations  are  issued,  FDA  believes 
that  it  cannot  properly  issue  exemptions 
from  them.  In  the  future,  whenever  the 
agency  proposes  device  regulations  that 
include  records  and  reports 
requirements,  interested  persons  may 
submit  comments  requesting  that  certain 
classes  of  manufacturers  of  other 
persons  be  exempt  from  the 
requirements,  and  FDA  will  issue 
exemptions  that  are  appropriate.  The 
only  type  of  exemption  from  records  and 
reports  requirements  that  FDA  is  now 
considering,  in  device  classification 
regulations,  is  an  exemption  of  certain 
manufacturers  from  requirements  of  the 
device  GMP  regulation.  That  exemption 
is  granted  with  respect  to  manufacturers 
of  dye  and  chemical  solution  stains. 
However,  the  exemption  will  not  extend 
to  two  device  GMP  requirements, 

§  820.180  (21  CFR  820.180),  with  respect 
to  general  requirements  concerning 
records,  and  §  820.198  (21  CFR  820.198), 
with  respect  to  complaint  files. 

FDA  disagrees  with  the  comment’s 
suggestion  that  manufacturers  of  dye 
and  chemical  solution  stains  and 
hematology  stains  be  exempt  from  all 
requirement  under  section  510(k)  of  the 
act.  Under  section  510(g)(4)  of  the  act, 
the  agency  may  exempt  a  manufacturer 
from  requirements  in  section  510  of  the 
act  only  upon  a  finding  that  compliance 
with  this  section  is  not  necessary  for  the 
protection  of  the  public  health.  In  the 
case  of  these  devices,  the  agency  cannot 
make  the  suggested  finding.  To  protect 
the  public  health,  the  agency  believes 
that  it  is  necessary  to  receive  premarket 
notification  by  these  manufacturers  to 
assure  that  FDA  learns  of  new  devices, 
and  of  significant  modifications  of 
existing  devices. 

Accordingly,  the  regulation  for  dye 
and  chemical  stains  is  being  adopted 
with  the  changes  in  identification 
necessary  to  combine  the  three 
proposed  regulations  concerning  stains 
into  one  regulation.  Because  of  the 
merger  of  the  regulations,  hematology 
stains  (Docket  No.  78N-1907)  now  are 
exempt  from  certain  sections  of  the 
device  GMP  regulation. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 


in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 

Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat,  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  B  by 
adding  new  §  864.1850,  to  read  as 
follows: 

Subpart  B— Biological  Stains 

§  864. 1 850  Dye  and  chemical  solution 
stains. 

(a)  Identification.  Dye  and  chemical 
solution  stains  for  medical  purposes  are 
mixtures  of  synthetic  or  natural  dyes  or 
nondye  chemicals  in  solutions  used  in 
staining  cells  and  tissues  for  diagnostic 
histopathology,  cytopathology,  or 
hematology. 

(b)  Classification.  Class  I  (general 
controls).  The  devices  are  exempt  from 
the  good  manufacturing  practice 
regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513.701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27298  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1836] 

Classification  of  Synthetic  Cell  and 
Tissue  Culture  Media  and  Components 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  synthetic  cell  and  tissue 
culture  media  and  components  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 


the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52960)  a  proposed 
regulation  to  classify  synthetic  cell  and 
tissue  culture  media  and  components 
into  class  I  (general  controls).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  C  by 
adding  new  §  864.2220,  to  read  as 
follows: 

Subpart  C— Cell  And  Tissue  Culture 
Products 

§  864.2220  Synthetic  cell  and  tissue 
culture  media  and  components. 

(a)  Identification.  Synthetic  cell  and 
tissue  culture  media  and  components 
are  substances  that  are  composed 
entirely  of  defined  components  (e.g., 
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amino  acids,  vitamins,  inorganic  salts, 
etc.)  that  are  essential  for  the  survival 
and  development  of  cell  lines  of  humans 
and  other  animals. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

[FR  Doc.  80-27299  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1373] 

Classification  of  Cell  and  Tissue 
Culture  Supplies  and  Equipment 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cell  and  tissue  culture 
supplies  and  equipment  into  class  I 
(general  controls)  and  exempting 
manufacturers  of  the  device  from  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  The  effect  of  this 
rule  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices,  except  for  certain 
requirements  of  the  good  manufacturing 
practice  regulation.  This  action  is  being 
taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52961)  a  proposed 
regulation  to  classify  cell  and  tissue 
culture  supplies  and  equipment  into 
class  I  (general  controls).  A  period  of  60 
days  was  provided  for  interested 


persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  C  by 
adding  new  §  864.2240,  to  read  as 
follows: 

§  864.2240  Cell  and  tissue  culture  supplies 
and  equipment. 

(a)  Identification.  Cell  and  tissue 
culture  supplies  and  equipment  are 
devices  that  are  used  to  examine, 
propagate,  nourish,  or  grow  cells  and 
tissue  cultures.  These  include  such 
articles  as  slide  culture  chambers, 
perfusion  and  roller  apparatus,  cell 
culture  suspension  systems,  and  tissue 
culture  flasks,  disks,  tubes,  and  roller 
bottles. 

(b)  Classification.  Class  I  (general 
controls).  If  the  devices  are  not  labeled 
or  otherwise  represented  as  sterile,  they 
are  exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27300  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1837] 

Classification  of  Chromosome  Culture 
Kits 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  chromosome  culture  kits 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Device 
Section  Panel  (formerly  the  Hematology 
Device  Classification  Panel  and  the 
Pathology  Device  Classification  Panel). 
FDA  also  published  in  that  issue  of  the 
Federal  Register  (44  FR  52962)  a 
proposed  regulation  to  classify 
chromosome  culture  kits  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
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701(a),  52  Stat.  1055,  QQ  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  C  by 
adding  new  §  864.2260,  to  read  as 
follows: 

§  864.2260  Chromosome  culture  kit. 

(a)  Identification.  A  chromosome 
culture  kit  is  a  device  containing  the 
necessary  ingredients  (e.g.,  Minimum 
Essential  Media  (MEM)  of  McCoy’s  5A 
culture  media,  phytohemagglutinin,  fetal 
calf  serum,  antibiotics,  and  heparin) 
used  to  culture  tissues  for  diagnosis  of 
congenital  chromosome  abnormalities. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27301  Filed  9-11-80;  8:45  amj 

BILUNG  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1838] 

Classification  of  Cultured  Animal  and 
Human  Cells 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cultured  animal  and 
human  cells  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 
effective  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  or  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 


Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52963)  a  proposed 
regulation  to  classify  cultured  animal 
and  human  cells  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

.  On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  C  by 
adding  new  §  864.2280,  to  read  as 
follows: 

§  864.2280  Cultured  animal  and  human 
cells. 

(a)  Identification.  Cultured  animal  and 
human  cells  are  in  vitro  cultivated  cell 
lines  from  the  tissue  of  humans  or  other 
animals  which  are  used  in  various 
diagnostic  procedures,  particularly 
diagnostic  virology  and  cytogenetic 
studies. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27302  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1839] 

Classification  of  Mycoplasma 
Detection  Media  and  Components 

agency:  Food  and  Drug  Administration. 


ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  mycoplasma  detection 
media  and  components  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52963)  a  proposed 
regulation  to  classify  mycoplasma 
detection  media  and  components  into 
class  I  (general  controls).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  C  by 
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adding  new  §  864.2360,  to  read  as 
follows: 

§  864.2360  Mycoplasma  detection  media 
and  components. 

(a)  Identification.  Mycoplasma 
detection  media  and  components  are 
used  to  detect  and  isolate  mycoplasma 
pleuropneumonia-like  organisms 
(PPLO),  a  common  microbial 
contaminant  in  cell  cultures. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-27303  Filed  0-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21CFR  Part  864 
[Docket  No.  78N-1840] 

Classification  of  Animal  and  Human 
Sera 

agency:  Food  and  Drug  Administration, 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  animal  and  human  sera 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  die 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52964)  a  proposed 
regulation  to  classify  animal  and  human 
sera  into  class  I  (general  controls).  A 


period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  C  by 
adding  new  §  864.2800,  to  read  as 
follows: 

§  864.2800  Animal  and  human  sera. 

(a)  Identification.  Animal  and  human 
sera  are  biological  products,  obtained 
from  the  blood  of  humans  or  other 
animals,  that  provide  the  necessary 
growth-promoting  nutrients  in  a  cell 
culture  system. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

{FR  Doc.  80-27304  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1841] 

Classification  of  Balanced  Salt 
Solutions  or  Formulations 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  balanced  salt  solutions 
or  formulations  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 


device  meet  only  tlje  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550, 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52965)  a  proposed 
regulation  to  classify  balanced  salt 
solutions  or  formulations  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a).  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  C  by 
adding  new  §  864.2875,  to  read  as 
follows: 

§  864.2875  Balanced  salt  solutions  or 
formulations. 

(a)  Identification.  A  balanced  salt 
solution  or  formulation  is  a  defined 
mixture  of  salts  and  glucose  in  a  simple 
medium.  This  device  is  included  as  a 
necessary  component  of  most  cell 
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culture  systems.  This  media  component 
controls  for  pH,  osmotic  pressure, 
energy  source,  and  inorganic  ions. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513, 701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15,  I960. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-27305  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1842] 

Classification  of  Tissue  Processing 
Equipment 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  tissue  processing 
equipment  into  class  I  (general  controls) 
and  exempting  manufacturers  of  the 
device  from  certain  requirements  of  the 
good  manufacturing  practice  regulation. 
The  effect  of  this  rule  is  to  require  that 
the  device  meet  only  the  general 
controls  applicable  to  all  devices,  except 
for  certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52966]  a  proposed 
regulation  to  classify  tissue  processing 
equipment  into  class  I.  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 


The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them. 

1.  One  comment  suggested  that 
occasional  failures  due  to  operator  error 
or  equipment  malfunction  may  result  in 
destruction  of  the  tissue  sample.  The 
comment  noted  that  classification  of  the 
device  into  class  II  would  provide 
reasonable  safeguards  to  prevent  loss  of 
tissue  because  of  equipment 
malfunction. 

The  agency  disagrees  with  the 
comment.  FDA  believes  that 
performance  standards  are  not 
necessary  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device  and  that 
regulation  under  class  I  (general 
controls)  is  sufficient  to  control  the  risks 
to  health  presented  by  the  device. 

2.  Two  comments  agreed  that  the 
device  should  be  classified  into  class  I, 
as  proposed,  but  suggested  exemptions 
from  good  manufacturing  practice 
(GMP)  requirements  under  section  520(f) 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  (the  act)  (21  U.S.C.  360j)  and 
premarket  notification  procedures  under 
section  510(k)  of  the  act  (21  U.S.C. 
360(k)),  because  these  requirements  are 
not  necessary  to  protect  the  public 
health.  One  of  the  comments  suggested 
that  accessory  items,  such  as 
microscope  slides,  be  exempt  from  GMP 
and  510(k)  requirements.  The  second 
comment  suggested  that  the  device  and 
its  accessories  be  exempt  from  all  GMP 
requirements,  including  §  820.180 
regarding  general  requirements 
concerning  records  and  §  820.198 
regarding  complaint  files. 

The  agency  partially  agrees  with  the 
comments.  The  final  regulation  grants 
manufacturers  of  these  devices  an 
exemption  from  many  of  the 
requirements  of  the  GMP  regulation.  * 
However,  the  agency  believes  that  it  is 
necessary  to  receive  premarket 
notification  concerning  these  devices. 

Based  on  available  information  about 
current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device,  the  agency 
has  determined  that  application  of  the 
GMP  regulation,  other  than  §§  820.180 
and  820.198,  is  unlikely  to  improve  the 
safety  and  effectiveness  of  the  device. 
The  agency  concludes,  however,  that 
manufacturers  of  tissue  processing 
equipment  must  still  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
followup. 

The  agency  also  concludes  that 
manufacturers  of  tissue  processing 
equipment  must  still  be  required  to 


comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  tissue  damage  reports  and 
complaints  about  product  defects,  may 
determine  whether  the  manufacturer’s 
corrective  actions  are  adequate,  and 
may  determine  whether  the  exemption 
from  other  sections  of  the  GMP 
regulation  is  still  appropriate. 

To  protect  the  public  health,  the 
agency  believes  it  is  necessary  to 
receive  premarket  notification  from 
manufacturers  to  assure  that  FDA  learns 
of  new  devices  and  of  significant 
modifications  of  existing  devices. 

Accordingly,  the  proposed  regulation 
has  been  modified  to  exempt 
manufacturers  of  tissue-processing 
equipment  from  the  GMP  regulation  in 
Part  820,  with  the  exception  of  §  820.180 
with  respect  to  general  requirement 
concerning  records  and  §  820.198  with 
respect  to  complaint  files. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  D  by 
adding  new  §  864.3010,  to  read  as 
follows: 

Subpart  D— Pathology  Instrumentation 
and  Accessories 

§  864.3010  Tissue  processing  equipment 

(a)  Identification.  Tissue  processing 
equipment  consists  of  devices  used  to 
prepare  human  tissue  specimens  for 
diagnostic  histological  examination  by 
processing  specimens  through  the 
various  stages  of  decalcifying, 
infiltrating,  sectioning,  and  mounting  on 
microscope  slides. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820  with  the  exception  of 

§  820.180  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  with  respect  to  complaint  files. 
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Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513.  701(a).  52  Stat.  1055. 90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-27306  Filed  9-11-80:  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1843] 

Classification  of  Specimen  Transport 
and  Storage  Containers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  specimen  transport  and 
storage  containers  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950).  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52967)  a  proposed  , 
regulation  to  classify  specimen  transport 
and  storage  containers  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  The  agency  made 
minor  changes  in  the  identification  of 
the  device  to  specify  that  the  rule 
applies  to  those  devices  that  contain  a 
fixative  solution  in  the  specimen 
transport  and  storage  containers  and  to 
clarify  that  it  only  applies  to  specimen 
transport  and  storage  containers 


intended  for  medical  purposes. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19. 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Part  864  is 
amended  in  Subpart  D  by  adding  new 
§  864.3250,  to  read  as  follows: 

§  864.3250  Specimen  transport  and 
storage  container. 

(a)  Identification.  A  specimen 
transport  and  storage  container  is  a 
device  intended  for  medical  purposes 
that  is  used  to  contain  biological 
specimens  in  a  fixative  solution  during 
storage  and  transport  within  and 
between  clinics  and  laboratories  in 
order  that  the  specimen  can  effectively 
be  used  for  diagnostic  histological  and 
cytological  examination. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-27307  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1844] 

Classification  of  Cytocentrifuges 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cytocentrifuges  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 


the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52968)  a  proposed 
regulation  to  classify  cytocentrifuges 
into  class  I  (general  controls).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  D  by 
adding  new  §  864.3300,  to  read  as 
follows: 

§  864.3300  Cytocentrifuge. 

(a)  Identification.  A  cytocentrifuge  is 
a  centrifuge  used  to  concentrate  cells 
from  biological  cell  suspensions  (e.g.. 
cerebrospinal  fluid)  and  to  deposit  these 
cells  on  a  glass  microscope  slide  for 
cytological  examination. 

(b)  Classification.  Class  I  (general 
controls). 
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Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27308  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 
[Docket  No.  78N-1845] 

Classification  of  Devices  for  Sealing 
Microsections 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  devices  for  sealing 
microsections  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11. 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52968)  a  proposed 
regulation  to  classify  devices  for  sealing 
microsections  into  class  1  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
^  terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 


FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  546-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  D  by 
adding  new  §  864.3400,  to  read  as 
follows: 

§  864.3400  Device  for  sealing 
microsections. 

(a)  Identification.  A  device  for  sealing 
microsections  is  an  automated 
instrument  used  to  seal  stained  cells  and 
microsections  for  histological  and 
cytological  examination. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27309  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1846] 

Classification  of  Microscopes  and 
Accessories 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  microscopes  and 
accessories  into  class  I  (general 
controls)  and  exempting  manufacturers 
of  the  device  from  certain  requirements 
of  the  good  manufacturing  practice 
regulation.  The  effect  of  this  rule  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices,  except  for  certain  requirements 
of  the  good  manufacturing  practice 
regulation.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  die 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52969)  a  proposed 
regulation  to  classify  microscopes  and 
accessories  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  However,  the 
proposed  regulation  is  being  changed  to 
clarify  that  it  only  applies  to 
microscopes  and  accessories  for  medical 
purposes  and  to  exempt  microscopes 
and  accessories  from  the  GMP 
regulation,  except  §  820.180  and 
§  820.198. 

The  agency  has  determined  that 
compliance  with  the  GMP  regulation, 
except  for  §  820.180  (general 
requirements  concerning  records)  and 
§  820.198  (complaint  files),  is  not 
required  to  assure  that  microscopes  and 
accessories  will  be  safe  and  effective 
and  otherwise  in  compliance  with  the 
act.  The  agency  has  based  its 
determination  on  available  information 
about  current  practices  used  in  the 
manufacture  of  the  device  and  user 
experience  with  the  device.  The  agency 
is  not  exempting  manufacturers  of 
microscopes  and  accessories  from  the 
requirements  of  §  §  820.180  and  820.198 
because  it  has  determined  that 
compliance  with  these  sections  is  in  the 
public  interest  and  will  not  be  unduly 
burdensome  for  device  manufacturers. 

There  are  two  procedures  by  which 
FDA  may  exempt  a  manufacturer  of  a 
device  from  complying  with  any  or  all  of 
the  requirements  of  the  GMP  regulation. 
First,  a  manufacturer  of  a  device  subject 
to  any  requirement  under  the  GMP 
regulation  may  petition  the  agency 
pursuant  to  section  520(f)(2)(A)  of  the 
act  (21  U.S.C.  360j(f)(2)(A))  for  an 
exemption  or  variance  from  the 
requirement.  An  exemption  granted  in 
response  to  such  a  petition  applies  only 
to  the  manufacturer  who  submitted  the 
petition.  Second,  in  classifying  a  medical 
device  into  class  I  under  section  513  of 
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the  act  (21  U.S.C.  360c),  the  agency  may 
determine  that  certain  of  the 
requirements  of  the  GMP  regulation 
shall  not  apply  to  the  device.  In  that 
instance,  the  exemption  applies  to  all 
manufacturers  of  the  generic  type  of 
device  that  is  the  subject  of  the 
classification  regulation.  The  agency 
may  grant  an  exemption  under  either 
procedure  only  if  it  determines  that  the 
device  will  be  safe  and  effective  and 
otherwise  in  compliance  with  the  act. 

The  agency  previously  granted  a 
manufacturer’s  petition  (79P-0299)  for 
exemption  of  its  general  purpose 
microscopes  and  accessories  from  the 
requirement  of  the  GMP  regulation, 
except  §  820.180  (general  requirements 
concerning  records)  and  $  820.198 
(complaint  files).  As  explained  above, 
that  exemption  applied  only  to  the 
petitioner.  In  this  regulation  classifying 
microscopes  and  accessories  FDA  is 
exempting  from  certain  sections  of  the 
GMP  regulation  all  manufacturers  of  this 
generic  type  of  device.  This  action  is 
consistent  with  the  agency’s  policies 
and  criteria  for  exemption  discussed  in 
the  preamble  to  the  proposed  general 
provisions  for  this  Part,  published  in  the 
Federal  Register  of  September  11, 1979 
(44  FR  52950).  Additional  information 
regarding  the  procedures  for  petitioning 
for  exemptions  or  variances  from  the 
GMP  regulation  is  available,  as 
described  in  a  notice  published  in  the 
Federal  Register  of  January  18, 1980  (45 
FR  3671). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Part  864  is 
amended  in  Subpart  D  by  adding  new 
i  864.3600,  to  read  as  follows: 

§  864.3600  Microscopes  and  accessories. 

(a)  Identification.  Microscopes  and 
accessories  are  optical  instruments  used 
to  enlarge  images  of  specimens, 
preparations,  and  cultures  for  medical 
purposes.  Variations  of  microscopes  and 
accessories  (through  a  change  in  the 


light  source)  used  for  medical  purposes 
include  the  following: 

(1)  Phase  contrast  microscopes,  which 
permit  visualization  of  unstained 
preparations  by  altering  the  phase 
relationship  of  light  that  passes  around 
the  object  and  through  the  object. 

(2)  Fluorescense  microscopes,  which 
permit  examination  of  specimens 
stained  with  fluorochromes  that 
fluoresce  under  ultraviolet  light. 

(3)  Inverted  stage  microscopes,  which 
permit  examination  of  tissue  cultures  or 
other  biological  specimens  contained  in 
bottles  or  tubes  with  the  light  source 
mounted  above  the  specimen. 

(b)  Classification.  Class  I  (general 
controls).  The  device  is  exempt  from  the 
good  manufacturing  practice  regulation 
in  Part  820,  with  the  exception  of 
S  820,180,  with  respect  to  general 
requirements  concerning  records,  and 
§  820.198  with  respect  to  complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27310  Filed  9-11-80;  8:45  amj 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

(Docket  No.  78N-1847] 

Classification  of  Automated  Slide 
Stainers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  slide  stainers 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 


activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52970)  a  proposed 
regulatiortato  classify  automated  slide 
stainers  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

The  one  comment  received  on  the 
proposal  suggested  that  automated  slide 
stainers  be  exempt  from  all  GMP 
requirements,  including  §  820.180 
regarding  general  requirements 
concerning  records  and  §  820.198 
regarding  complaint  files,  because  the 
examiner  can  easily  determine  whether 
the  device  i9  effective  by  inspection  of 
the  end  product.  The  comment  noted 
that  changes  in  staining  properties,  the 
presence  or  absence  of  artifacts,  and 
other  properties  of  slides  produced  by 
automated  systems  which  may  differ 
from  those  prepared  manually,  can  be 
described  fully  in  the  device  labeling. 

The  agency  disagrees  with  the 
comment.  FDA  believes  that  compliance 
with  the  GMP  regulation  is  necessary  to 
assure  the  quality  and  reliability  of 
automated  slide  stainers,  and  thus  their 
safety,  effectiveness  and  compliance 
with  the  adulteration  and  misbranding 
provisions  of  the  act.  The  agency  also 
believes  that  compliance  with  the  GMP 
regulation  will  help  prevent  production 
of  these  devices  with  defects  that  could 
result  in  the  loss  of  tissue  samples,  such 
as  biopsy  specimens,  where  it  may  be 
difficult  to  obtain  a  second  specimen. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  D  by 
adding  new  §  864.3800,  to  read  as 
follows: 
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§  864.3800  Automated  slide  stainer. 

(a)  Identification.  An  automated  slide 
stainer  is  a  device  used  to  stain 
histology,  cytology,  and  hematology 
slides  for  diagnosis. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-27311  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1848J 

Classification  of  Automated  Tissue 
Processors 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  tissue 
processors  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910,  301-427- 
7550. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  or  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52971)  a  proposed 
regulation  to  classify  automated  tissue 
processors  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  comments  to  FDA. 


The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that  the 
device  be  classified  into  class  II  to 
provide  reasonable  safeguards  against 
tissue  damage  or  loss  due  to  operator 
error  or  equipment  malfunction. 

FDA  rejects  the  comment.  The  agency 
believes  that  classification  of  the  device 
into  class  I  (general  controls)  is 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

2.  One  comment  stated  that  the  device 
should  be  exempted  from  GMP 
requirements  because  production  of  an 
unsatisfactory  section  of  tissue  is 
usually  the  result  of  operator  error, 
paraffin  or  reagent  contamination,  or 
other  failure  not  controllable  by  the 
manufacturer  of  the  device.  Thus, 
manufacturer’s  compliance  with  GMP 
requirements  would  have  minimal 
effects  in  reducing  these  failures. 

FDA  rejects  the  comment.  The  agency 
believes  that  compliance  with  the  GMP 
regulation  is  necessary  to  prevent 
production  of  devices  having  defects 
that  could  result  in  loss  of  a  tissue 
sample,  such  as  a  biopsy  specimen, 
where  it  may  be  difficult  to  obtain  a 
second  specimen.  Compliance  with  the 
GMP  regulation  is  necessary  to  assure 
the  quality  of  this  device  and  thus  its 
safety,  effectiveness,  and  compliance 
with  the  adulteration  and  misbranding 
provisions  of  the  act.  Compliance  with 
the  GMP  regulation  will  help  prevent 
production  of  automated  tissue 
processors  having  defects  that  could 
harm  users. 

Accordingly,  the  proposed  regulation 
is  being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666.  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Part  864  is 
amended  in  Subpart  D  by  adding  new 
§  864.3875,  to  read  as  follows: 


§  864.3875  Automated  tissue  processor. 

(a)  Identification.  An  automated 
tissue  processor  is  an  automated  system 
used  to  process  tissue  specimens  for 
examination  through  fixation, 
dehydration,  and  infiltration. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27312  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1849] 

Classification  of  General  Purpose 
Reagents 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  general  purpose  reagents 
into  class  I  (general  controls)  and 
exempting  manufacturers  of  the  device 
from  certain  requirements  of  the  'good 
manufacturing  practice  regulation.  The 
effect  of  this  rule  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices,  except  for 
certain  requirements  of  the  good 
manufacturing  practice  regulation.  This 
action  is  being -taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52972)  a  proposed 
regulation  to  classify  general  purpose 
reagents  into  class  I  (general  controls). 

A  period  of  60  days  was  provided  for 
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interested  persons  to  submit  written 
comments  to  FDA. 

The  one  comment  received  on  the 
proposal  suggested  that  general  purpose 
reagents  be  exempted  from  all  the  GMP 
requirements  including  §  820.180  and 
§  820.198  of  the  regulation  and  from  the 
premarket  notification  procedures  in 
section  510(k)  of  the  act  because  these 
products  present  a  low  risk  to  the 
patient  and  the  imposition  of  GMP 
requirements  and  premarket  notification 
procedures  will  not  significantly 
improve  their  safety  or  effectiveness. 

The  agency  rejects  the  comment.  FDA 
believes  that  manufacturers  of  general 
purpose  reagents  must  be  required  to 
comply  with  the  complaint  file 
requirements  of  §  820.198  to  ensure  that 
these  manufacturers  have  adequate 
systems  for  complaint  investigation  and 
follow-up.  The  agency  also  believes 
these  manufacturers  must  be  required  to 
comply  with  the  general  requirements 
concerning  records  in  §  820.180  to 
ensure  that  FDA  has  access  to 
complaint  files,  can  investigate  device- 
related  injury  reports  and  complaints 
about  product  defects.  To  protect  the 
public  health,  the  agency  believes  it  is 
necessary  to  receive  premarket 
notification  from  manufacturers  of  these 
products  to  assure  that  FDA  learns  of 
new  devices  and  of  significant 
modifications  of  existing  devices. 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  a  minor  clarifying 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  the  Commissioner  of  Food 
and  Drugs  (21  CFR  5.1),  Part  864  is 
amended  in  Subpart  E  by  adding  new 
§  864.4010,  to  read  as  follows: 

Subpart  E— Specimen  Preparation 
Reagents 

§  864.4010  General  purpose  reagent. 

(a)  Identification.  A  general  purpose 
reagent  is  a  chemical  reagent  that  has 
general  laboratory  application,  that  is 


used  to  collect,  prepare,  and  examine 
specimens  from  the  human  body  for 
diagnostic  histopathology,  cytology,  and 
hematology,  and  that  is  not  labeled  or 
otherwise  intended  for  a  specific 
diagnostic  application.  General  purpose 
reagents  include  cytological 
preservatives,  decalcifying  reagents, 
fixatives  and  adhesives,  tissue 
processing  reagents,  isotonic  solutions, 
and  pH  buffers. 

(b)  Classification.  Class  I  (general  ' 
controls).  If  the  devices  are  not  labeled 
or  otherwise  represented  as  sterile,  they 
are  exempt  from  the  good  manufacturing 
practice  regulation  in  Part  820,  with  the 
exception  of  §  820.180,  with  respect  to 
general  requirements  concerning 
records,  and  §  820.198,  with  respect  to 
complaint  files. 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  300c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

(FR  Doc.  80-27313  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1850] 

Classification  of  Enzyme  Preparations 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  enzyme  preparations 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Devjce  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring.  MD  20910,  301-427-7550, 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of  ’ 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 


Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52973)  a  proposed 
regulation  to  classify  enzyme 
preparations  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Conjmissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  E  by 
adding  new  §  864.4400,  to  read  as 
follows: 

§  864.4400  Enzyme  preparations. 

(a)  Identification.  Enzyme 
preparations  are  products  that  are  used 
in  the  histopathology  laboratory  for  the 
following  purposes: 

(1)  To  disaggregate  tissues  and  cells 
already  in  established  cultures  for 
preparation  into  subsequent  cultures 
(e.g.,  trypsin); 

(2)  To  disaggregate  fluid  specimens  for 
cytological  examination  (e.g.,  papain  for 
gastric  lavage  or  trypsin  for  sputum 
liquefaction); 

(3)  To  aid  in  the  selective  staining  of 
tissue  specimens  (e.g.,  diastase  for 
glyc'ogen  determination). 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-27314  Filed  9-11-80;  8:45  am) 
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21  CFR  Part  864 

[Docket  No.  78N-1851] 

Classification  of  Automated  Cell 
Counters 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  cell  counters 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^127-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device  . 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52974)  a  proposed 
regulation  to  classify  automated  cell 
counters  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  stated  that  the 
proposed  regulation  is  misleading  in 
implying  that  FDA  was  making  a 
distinction  between  electronic  cell 
counters  and  semi-automated  cell 
counters  when  this  was  not  the  case. 

FDA  agrees  with  the  comment.  The 
agency  intended  that  this  regulation 
cover  both  automated  and  semi- 
automated  cell  counters,  and  the  phrase 
“semi-automated  or"  should  not  have 
been  used  in  the  second  paragraph  of 
the  proposed  classification  section  in 
the  preamble  of  the  proposal.  Therefore, 
FDA  has  clarified  the  device 
identification. 

2.  One  comment  suggested  that  cell 
counters  which  may  be  calibrated  by  the 


user  should  be  classified  into  class  II, 
and  that  cell  counters  which  are 
precalibrated  by  the  manufacturer  and 
provide  no  user  calibration  procedures 
should  be  classified  into  class  I. 

FDA  disagrees  with  this  comment. 

The  agency  believes  that  performance 
standards  are  necessary  for  both  types 
of  cell  counters  to  control  the  risks  to 
health  that  may  result  if  these  devices 
lack  various  attributes,  such  as 
reliability,  accuracy,  specificity, 
sensitivity,  and  precision. 

3.  One  comment  concurred  with  the 
proposed  classification  into  class  II  but 
recommended  that  FDA  and  the  Panel 
provide  valid  reasons  in  support  of  this 
classification. 

FDA  disagrees  with  the  comment.  The 
agency  believes  that  adequate  data 
were  provided  in  the  proposal  to  support 
classification  of  the  device  into  class  II. 

4.  One  comment  noted  that  §  809.10 
requires  that  the  labeling  for  in  vitro 
diagnostic  products  enumerate 
performance  specifications,  limitations, 
hazards,  etc.,  and  that  a  performance 
standard  should  not  contain  labeling 
requirements  that  would  duplicate  those 
in  §  809.10.  The  comment  requested  that 
the  Panel  and  FDA  specify  the 
deficiencies  in  current  product  labeling. 

FDA  disagrees  with  this  comment. 

The  agency  believes  that  a  discussion  of 
labeling  requirements  for  the  device  is 
not  appropriate  at  this  time.  Labeling 
requirements  are  an  integral  part  of  the 
standards  development  process  and 
may  also  be  prescribed  in  separate 
labeling  regulations  that  supplement 
§  809.10. 

5.  One  comment  requested  the  agency 
to  demonstrate  how  the  imposition  of 
performance  standards  would  assure 
safety  and  effectiveness  to  a  greater 
extent  than  the  requirements  of  §  809.10. 

FDA  believes  that  performance 
standards  would  assure  safety  and 
effectiveness  to  a  greater  extent  than  the 
in  vitro  labeling  requirements,  because 
performance  standards  would  specify 
acceptable  ranges  for  performance 
characteristics,  such  as  accuracy, 
precision,  sensitivity,  and  reliability, 
that  are  based  on  valid  scientific 
studies. 

6.  One  comment  suggested  that 
automated  cell  counters  be  regulated  as 
class  I  devices,  because  they  are  not  for 
use  in  supporting,  sustaining,  or 
preventing  impairment  of  human  life  of 
health  and  do  not  present  a  potential 
unreasonable  risk  of  illness  or  injury. 

FDA  disagrees  with  this  comment. 
FDA  notes  that  the  criteria  that  the 
comment  claims  are  inapplicable  to  the 
device  are  those  for  classifying  devices 
into  class  III  (premarket  approval).  The 
agency  believes  that  the  data  presented 


in  the  proposed  regulation  adequately 
supports  the  classification  of  these 
devices  into  class  II.  The  agency 
believes  that  performance  standards  are 
necessary  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

7.  One  comment  suggested  that  the 
regulation  be  amended  to  recognize  two 
types  of  automated  cell  counters,  those 
using  electronic  particle  counting  and 
those  using  optical  particle  counting 
procedures. 

FDA  agrees  with  this  comment.  The 
identification  has  been  changed  as 
suggested. 

8.  One  comment  noted  that  automated 
or  semi-automated  cell  counters  that  do 
not  measure  or  calculate  the  red  cell 
indices  are  not  classified  in  this 
regulation  or  any  other  proposed 
classification  regulation  for  hematology 
and  pathology  devices. 

FDA  disagrees  with  this  comment. 

The  proposal  was  intended  to  classify 
automated  or  semi-automated  cell 
counters  whether  or  not  they  measure  or 
calculate  the  red  cell  indices.  The 
agency  acknowledges  that  the  proposed 
identification  for  the  device  was 
unclear.  Therefore,  the  identification  has 
been  changed  to  reflect  the  agency’s 
intent.  Accordingly,  the  regulation  has 
been  modified  to  include  the  noted 
changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5200,  to  read  as 
follows: 

Subpart  F— Automated  and  Semi* 
Automated  Hematology  Devices 

§  864.5200  Automated  cell  counter. 

(a)  Identification.  An  automated  cell 
counter  is  a  fully-automated  or  semi- 
automated  device  used  to  count  red 
blood  cells,  white  blood  cells,  or  blood 
platelets  using  a  sample  of  the  patient's 
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peripheral  blood  (blood  circulating  in 
one  of  the  body’s  extremities,  3uch  as 
the  arm).  These  devices  may  also 
measure  hemoglobin  or  hematocrit  and 
may  also  calculate  or  measure  one  or 
more  of  the  red  cell  indices  (the 
erythrocyte  mean  corpuscular  volume, 
the  mean  corpuscular  hemoglobin,  or  the 
mean  corpuscular  hemoglobin 
concentration).  These  devices  may  use 
either  an  electronic  particle  counting 
method  or  an  optical  counting  method. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-27315  Filed  9-11-80: 8:45  ami 

BILUNG  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1852] 

Classification  of  Automated 
Differential  Cell  Counters 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  differential 
cell  counters  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  Tequire  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  premarket  approval 
application  must  be  submitted  to  FDA 
on  or  before  April  29, 1983,  or  90  days 
after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 


Pathology  Device  Section  of  the  Clinical 
Chemistiy  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52975)  a  proposed 
regulation  to  classify  automated 
differential  cell  counters  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

Several  comments  were  received  on 
the  proposal.  The  following  is  a 
summary  of  these  comments  and  the 
agency’s  response  to  them: 

1.  One  comment  stated  that  the 
identification  is  too  broad.  The  comment 
noted  that  to  define  an  automated 
differential  cell  counter  as  “a  device 
used  to  identify  and  classify  one  or  more 
of  the  formed  elements  of  the  blood”  is 
to  include  automated  cell  counters  as 
well. 

FDA  disagrees  with  the  comment. 
Automated  cell  counters  are  identified 
in  a  separate  classification  regulation 
that  is  published  elsewhere  in  this  issue 
of  the  Federal  Register.  Because 
automated  cell  counters  are  not  used  to 
classify  specific  cell  types  these 
counters  are  not  covered  by  the 
identification  of  automated  differential 
cell  counters. 

2.  Four  comments  stated  that  the 
proposed  regulation  states  erroneously 
that  automated  differential  cell  counters 
have  replaced  the  operator’s  judgment 
in  the  identification  of  suspect  cells.  The 
comments  noted  that  the  device  flags 
suspect  cells  for  identification  by  the 
operator. 

FDA  disagrees  with  the  comment. 
Certainly  the  operator  should  be 
responsible  for  classifying  suspect  cells. 
However,  some  automated  differential 
cell  counters  print  differential  results 
without  operator  review  of  the  suspect 
cells.  Two  products  do  not  flag  suspect 
cells  for  operator  identification,  but  flag 
the  blood  specimen  as  suspect  or 
abnormal.  Therefore,  the  report 
provided  by  these  two  products  does  not 
merely  classify  suspect  cells  or  flag 
them  for  operator  review  but  replaces 
the  operator’s  judgment. 

3.  Several  comments  stated  that 
automated  differential  cell  counters  do 
not  claim  to  identify  abnormal  cells 
positively:  rather,  these  devices 
accurately  recognize  and  differentiate 
normal  from  abnormal  cells.  The 
comments  protested  that  the  device’s 
manufacturers  do  not  make  the  claims 
for  the  devices  that  FDA  described  in 
the  proposed  regulation. 

FDA  disagrees  with  this  comment. 

The  labeling  for  several  devices  claims 


to  identify  accurately  abnormal  cell 
classes  (types)  such  as  atypical 
lymphocytes,  blast  cells,  and  immature 
granulocytes.  Even  without  such 
labeling,  the  intended  use  of  the  device 
can  be  inferred  from  the  availability 
with  several  instruments  at  “no  review” 
mode  that  allows  the  printing  and 
transmission  of  differential  counts, 
including  these  cell  classifications, 
without  operator  review. 

4.  One  comment  objected  to  the 
statement  that  the  “ability  to  accurately 
identify  abnormal  cells  remains  to  be 
established,”  noting  that  at  least  one 
instrument  effectively  identifies  the 
presence  of  abnormal  cells  by  rejecting 
blood  samples  from  patients  with 
serious  white  cell  hematological 
disorders. 

FDA  disagrees  with  the  comment’s 
interpretation  of  the  process  of 
identifying  abnormal  cells.  A  device  that 
rejects  blood  samples  exhibiting  serious 
white  cell  disorders  does  not  provide  an 
accurate  identification  of  an  abnormal 
cell  type.  As  Bacus  indicates  (Ref.  2),  the 
ability  of  these  devices  to  identify 
abnormal  cells  is  at  a  "rudimentary" 
state  of  development. 

5.  Several  comments  stated  that 
automated  differential  cell  counters  only 
claim  to  do  what  a  technologist  does 
during  a  manual  differential  count,  but 
with  greater  speed  and  precision. 

Several  comments  pointed  out  the  error 
rate  in  manual  differential  counts  and 
the  statistical  error  due  to  performing 
counts  of  100  cells  rather  than  a  larger 
sample.  They  noted  that 
misclassification  of  cell  types  occurs 
quite  often  with  manual  counts,  and 
therefore  the  automated  device’s 
limitations  in  that  regard  are  no  worse 
than  performing  manual  differential  cell  , 
counts.  One  comment  suggested  that  a 
general  performance  standard  be 
developed  for  differential  counting,  both 
automated  and  manual. 

FDA  partially  agrees  with  these 
comments.  Some  automated  differential 
cell  counts  are  more  precise  than 
manual  counts,  and  for  certain  cell 
classes,  the  two  methodologies  exhibit 
comparable  accuracy.  However,  there  is 
sufficient  controversy  as  to  the 
differentiation  of  band  neutrophils  from 
segmented  neutrophils,  the 
differentiation  of  atypical  lymphocytes 
from  normal  lymphocytes,  and  other  cell 
classifications  (Refs.  1  through  4)  to 
preclude  the  development  at  this  time  of 
a  performance  standard  for  automated 
differential  cell  counting  devices. 

6.  Several  comments  stated  that 
automated  differential  cell  counters  do 
not  claim  diagnostic  significance.  They 
noted  that  the  physician,  not  the 
instrument,  makes  the  diagnosis. 
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Therefore,  the  device  does  not  present  a 
potential  unreasonable  risk  to  the 
patient. 

FDA  disagrees  with  this  comment. 

The  device  provides  information  that  is 
essential  to  a  diagnosis.  An  inaccurate 
differential  count  can  result  in 
misdiagnosis  and  subsequent 
inappropriate  therapy. 

7.  Several  comments  stated  that 
sufficient  information  exists  to  write  a 
performance  standard  for  automated 
differential  cell  counters.  Examples  of 
standards  suggested  by  comments 
included  the  National  Committee  for 
Clinical  Laboratory  Standards  PSH-20 
and  an  International  Committee  on 
Standards  in  Hematology.  Several 
comments  also  noted  that  FDA’s  request 
for  proposal  (FRP)  223-79-5071  implies 
that  the  criteria  to  establish  a 
performance  standard  do  exist. 
Manufacturers  submitted  evaluation 
protocols  for  their  devices  as  evidence 
that  a  standard  can  be  developed. 

FDA  partially  agrees  with  this 
comment.  As  indicated  in  the  response 
to  comment  5,  performance  standards 
for  the  differential  counting  of  certain 
leukocyte  classes  could  be  developed. 
However,  FDA  RFP  223-79-5071 
describes  a  project  to  develop  (or  select) 
procedures  to  measure  and  assess  the 
performance  characteristics  of 
automated  differential  cell  counters  to 
provide  FDA  with  information  to  be 
used  in  the  agency’s  premarket  approval 
procedure. 

8.  Several  comments  objected  to  the 
language  in  the  proposed  regulation  that 
describes  Dr.  Robert  Miller’s 
presentation  to  the  Panel.  The  comments 
believed  the  language  used  indicated 
that  Dr.  Miller  was  critical  of  the 
automated  differential  cell  counting 
devices.  The  comments  noted  that  Dr. 
Miller  did  not  offer  any  opinions  for  or 
against  these  devices. 

FDA  agrees  that  Dr.  Miller  was 
neither  for,  nor  against,  these  devices. 
Dr.  Miller’s  presentation  was  a 
discussion  of  various  areas  that  would 
be  relevant  to  an  evaluation  of 
automated  differential  cell  counters. 
FDA  also  agrees  that  the  language  used 
in  the  proposal  may  not  have  been  clear. 

9.  Several  comments  stated  that  the 
risk  of  hepatitis  infection  does  not  apply 
to  automated  differential  cell  counters 
but  rather  to  automated  slide  spinners. 

FDA  agrees  that  the  risk  of  hepatitis 
infection  is  associated  with  automated 
slide  spinners  and  not  automated 
differential  cell  counters. 

10.  One  comment  noted  that 
automated  cell  counters  are  no  less 
important  than  automated  differential 
cell  counters,  yet  FDA  proposed  to 
classify  automated  cell  counters  into 


class  II  while  proposing  to  classify 
automated  differential  cell  counters  into 
class  III. 

FDA  agrees  that  both  generic  devices 
provide  information  of  diagnostic 
importance.  However,  FDA  proposed 
that  automated  cell  counters  be 
classified  into  class  II  because  the  Panel 
and  FDA  believe  that  sufficient 
information  exists  to  establish  a 
performance  standard  for  the  device. 
However,  neither  the  Panel  nor  the 
agency  believe  that  a  standard  could  be 
developed  for  all  uses  of  automated 
differential  cell  counters. 

11.  One  comment  suggested  that 
automated  differential  cell  counters  be 
split  into  two  types,  depending  on 
whether  they  employ  flow  systems  or 
pattern  recognition  systems,  and  that 
counters  employing  flow  systems  be 
placed  in  class  II. 

FDA  does  not  believe  that  it  is 
appropriate  to  issue  separate  regulations 
for  counters  employing  flow  systems 
and  those  employing  pattern  recognition 
systems.  Because  both  types  of 
automated  differential  cell  counters 
should  be  classified  into  class  III,  both 
types  are  included  in  the  identification 
in  this  regulation. 

12.  Several  comments  stated  that  the 
literature  provided  in  support  of  the 
proposed  classification  was  outdated 
and  in  some  instances  was 
misinterpreted,  and  that  the  literature 
cited  represented  a  very  narrow 
selection  and  emphasized  only  the 
negative  aspect  of  automated 
differential  cell  counters.  The  comments 
asserted  that  the  literature  cited  in  the 
proposal  did  not  support  the  proposed 
class  III  classification. 

Although  FDA  believes  that  the 
information,  including  the  literature, 
cited  in  the  proposal  was  sufficient  to 
support  classification  of  the  device  into 
class  III,  FDA  is  providing  additional 
references  (listed  below)  that  provide 
additional  support  for  this  decison. 

13.  Two  comments  asserted  that  the 
Panel  members  had  limited  experience 
with  automated  differential  cell  counters 
at  the  time  they  made  their 
recommendation.  The  comments 
suggested  that  the  experience  gained  by 
the  Panel  since  then  would  suggest  a 
change  in  the  recommendation. 

FDA  agrees  that  both  the  Panel  and 
the  agency  have  become  more  familiar 
with  these  devices  since  the  original 
recommendation  was  made.  However, 
the  Panel  and  the  agency  still  believe 
that  these  devices  should  be  classified 
into  class  III. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Devices  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 


Panel  to  consider  the  comments 
received  on  the  proposal  to  classify 
automated  differential  cell  counters  into 
class  III.  At  that  meeting,  a 
representative  of  the  Health  Industry 
Manufacturers’  Association  (HIMA), 
presented  HIMA’s  view  that  automated 
differential  cell  counters  should  be 
placed  in  class  II  rather  than  class  III  as 
proposed.  A  representative  of  Technicon 
Instruments  Corporation,  presented  his 
view  that  flow  systems  for  automated 
differential  cell  counting  should  be 
placed  into  class  II. 

After  considering  the  comments,  the 
additional  testimony  presented  at  the 
public  meeting  and  the  Section's 
recommendation  that  the  device  be 
classified  into  class  III  as  proposed, 

FDA  has  concluded  that  there  is  not 
sufficient  information  available  to  write 
a  performance  standard  for  this  device, 
FDA  is  classifying  the  device  into  class 
III  as  proposed.  Accordingly,  FDA  is 
adopting  the  proposed  regulation 
without  change. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat,  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
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delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5220,  to  read  as 
follows: 

§  864.5220  Automated  differential  cell 
counter. 

(a)  Identification.  An  automated 
differential  cell  counter  is  a  device  used 
to  identify  and  classify  one  or  more  of 
the  formed  elements  of  the  blood. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27316  Filed  9-11-80: 8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-1853] 

Classification  of  Automated  Blood  Cell 
Diluting  Apparatus 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  blood  cell 
diluting  apparatus  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52976)  a  proposed 
regulation  to  classify  automated  blood 


cell  diluting  apparatus  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  one  comment  received  on  the 
proposal  questioned  whether  the 
regulation  will  provide  sufficient 
distinction  between  automated  and 
semi-automated  blood  cell  diluting 
devices. 

FDA  believes  it  is  unnecessary  to 
write  a  separate  regulation  for  semi- 
automated  blood  cell  diluting  devices. 
The  proposed  regulation  was  intended 
to  cover  both  fully  automated  and  semi- 
automated  devices.  Therefore,  the 
identification  has  been  modified  to 
clarify  that  intent. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5240,  to  read  as 
follows: 

§  864.5240  Automated  blood  cell  diluting 
apparatus. 

(a)  Identification.  An  automated  blood 
cell  diluting  apparatus  is  a  fully 
automated  or  semi-automated  device 
used  to  make  appropriate  dilutions  of  a 
blood  sample  for  further  testing. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27317  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1854] 

Classification  of  Automated  Cell- 
Locating  Devices 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  cell-locating 
devices  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52977)  a  proposed 
regulation  to  classify  automated  cell- 
locating  devices  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  884  in  Subpart  F  by 
adding  new  §  864.5260,  to  read  as 
follows: 

§  864.5260  Automated  cell-locating 
device. 

(a)  Identification.  An  automated  cell- 
locating  device  is  a  device  used  to 
locate  blood  cells  on  a  peripheral  blood 
smear,  allowing  the  operator  to  identify 
and  classify  each  cell  according  to  type. 
(Peripheral  blood  is  blood  circulating  in 
one  of  the  body’s  extremities,  such  as 
the  arm.) 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairis. 

|FR  Doc.  80-27318  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-1855] 

Classification  of  Red  Cell  Indices 
Devices 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  red  cell  indices  devices 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 


activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52978)  a  proposed 
regulation  to  classify  red  cell  indices 
devices  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that  the 
identification  is  not  sufficiently  clear  to 
differentiate  between  a  slide  rule,  which 
is  not  a  medical  device,  and  a  red  cell 
indices  device. 

FDA  disagrees  with  this  comment.  If  a 
slide  rule  is  marketed  with  labeling 
specifying  an  intended  use  in  the 
calculation  of  the  red  cell  indices,  then  it 
is  included  in  the  generic  category  of  a 
red  cell  indices  device.  FDA  notes  that 
certain  marketed  red  cell  indices 
devices  are  part  of,  or  accessories  to, 
automated  cell  counters.  These  devices 
are  microprocessors  that  perform 
essentially  the  same  function  as  the 
slide  rule. 

2.  One  comment  concurred  with  the 
proposed  class  II  classification  but 
stated  that  the  general  controls  of  class 
I,  including  GMP’s  and  the  labeling 
requirements  of  21  CFR  809.10  are 
sufficient  to  assure  the  safety  and 
effectiveness  of  red  cell  indices  devices 
until  the  time  a  standard  is  promulgated 
in  final  form. 

FDA  partially  agrees  with  this 
comment.  General  controls  above, 
including  21  CFR  809.10,  are  not 
sufficient  to  assure  the  safety  and 
effectiveness  of  these  devices  because 
they  do  not  specify  acceptable  ranges  of 
precision  and  accuracy  of  measured  or 
calculated  red  cell  indices.  A 
performance  standard  is  required  in 
order  to  specify  performance  ranges. 
However,  the  agency  acknowledges 
that,  until  a  standard  is  promulgated, 
these  devices  will  be  subject  to  only  the 
general  controls  alone  including  21  CFR 
809.10. 

3.  One  comment  agreed  with  the 
proposed  class  II  classification  and  the 
reasoning  offered  in  support  of  that 
classification.  Accordingly,  the  proposed 
regulation  is  being  adopted  without 
change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 


in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5300,  to  read  as 
follows: 

§  864.5300  Red  cell  indices  device. 

(a)  Identification.  A  red  cell  indices 
device,  usually  part  of  a  larger  system, 
calculates  or  directly  measures  the 
erythrocyte  mean  corpuscular  volume 
(MCV),  the  mean  corpuscular 
hemoglobin  (MCH),  and  the  mean 
corpuscular  hemoglobin  concentration 
(MCHC).  The  red  cell  indices  are  used 
for  the  differential  diagnosis  of  anemias. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Dog.  80-27319  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-1856] 

Classification  of  Microsedimentation 
Centrifuges 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  microsedimentation 
centrifuges  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz;  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 
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SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950).  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52979)  a  proposed 
regulation  to  classify 
microsedimentation  centrifuges  into 
class  I  (general  controls).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513. 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5350,  to  read  as 
follows: 

§  864.5350  Microsedimentation  centrifuge. 

(a)  Identification.  A 
microsedimentation  centrifuge  is  a 
device  used  to  sediment  red  cells  for  the 
microsedimentation  rate  test. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27320  Filed  9-11-80:  8:45  ami 
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21  CFR  Part  864 
[Docket  No.  78N-1857J 

Classification  of  Coagulation 
Instruments 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  coagulation  instruments 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11. 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52980)  a  proposed 
regulation  to  classify  coagulation 
instruments  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 


26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5400,  to  read  as 
follows: 

§  864.5400  Coagulation  instrument. 

(a)  Identification.  A  coagulation 
instrument  is  an  automated  or 
semiautomated  device  used  to 
determine  the  onset  of  clot  formation  for 
in  vitro  coagulation  studies. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

| PR  Doc.  80-27321  Filed  9-11-80;  8:45  am) 
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21  CFR  Part  865 

[Docket  No.  78N-1858] 

Classification  of  Multipurpose  Systems 
for  In  Vitro  Coagulation  Studies 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  multipurpose  systems 
for  in  vitro  coagulation  studies  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION*.  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
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development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Paner  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52981)  a  proposed 
regulation  to  classify  multipurpose 
systems  for  in  vitro  coagulation  studies 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5425,  to  read  as 
follows: 

§  864.5425  Multipurpose  system  for  in 
vitro  coagulation  studies. 

(a)  Identification.  A  multipurpose 
system  for  in  vitro  coagulation  studies  is 
a  device  consisting  of  one  automated  or 
semiautomated  instrument  and  its 
associated  reagents  and  controls.  The 
system  is  used  to  perform  a  series  of 
coagulation  studies  and  coagulation 
factor  assays. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
540  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

|FR  Doc.  80-27322  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 

[Docket  No.  78N-1859] 

Classification  of  Automated 
Hematocrit  Instruments 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  hematocrit 
instruments  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Device 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52982)  a  proposed 
regulation  to  classify  automated 
hematocrit  instruments  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that  the 
identification  is  not  sufficiently  specific 
to  distinguish  this  device  from  semi¬ 
automated  hematocrit  instruments  when 
such  classification  regulations  are 
proposed. 

FDA  agrees  with  this  comment.  FDA 
intended  that  this  regulation  apply  to 
both  fully  automated  and  semi¬ 


automated  hematocrit  instruments. 
Therefore,  the  identification  has  been 
modified  to  reflect  that  intent. 

2.  One  comment  concurred  with  the 
proposed  class  II  classification  but 
suggested  that  FDA  and  the  Panel  had 
not  demonstrated  that  product  labeling 
requirements  are  not  sufficient  to 
protect  the  public  health.  The  comment 
also  suggested  that  the  Panel  did  not 
identify  any  risks  to  health  which  would 
require  the  use  of  standards  to  control 
these  devices.  The  comment 
recommended  that  the  class  I 
requirements,  including  product  labeling 
required  by  21  CFR  809.10  and  GMP’s, 
are  sufficient  to  adequately  control 
these  devices  until  such  time  as  a 
standard  is  promulgated  in  final  form. 

FDA  disagrees  with  this  comment. 

FDA  and  the  Panel  have  demonstrated 
that  a  performance  standard  is 
necessary  to  specify  acceptable  ranges 
for  the  precision  and  accuracy  of  the 
hematocrit  measurements.  Labeling 
required  by  21  CFR  809.10  includes  a 
statement  of  the  performance 
characteristics  obtainable  with  the 
device  and  the  relationship  of  those 
characteristics  to  a  generally  accepted 
methodology.  Specification  of 
acceptable  ranges  verified  by  reference 
methods  will  be  addressed  in  standards. 
The  risk  of  misdiagnosis  of  any  of  the 
hematology  disorders  cited  by  the  Panel, 
and  subsequent  inappropriate  therapy, 
justify  placing  these  devices  into  class 
II.  However,  FDA  acknowledges  that 
until  a  standard  is  promulgated  in  final 
form,  these  devices  will  be  subject  only 
to  general  controls  and  21  CFR  809.10 
and  GMP’s. 

3.  One  comment  suggested  that  the 
proposed  regulation  does  not  distinguish 
between  automated  hematocrit  devices 
that  are  part  of  a  larger  system  and 
those  that  are  independent  devices. 

FDA  agrees  with  this  comment.  This 
regulation  was  intended  to  apply  both  to 
automated  hematocrit  instruments  that 
are  part  of  a  larger  system  and  to  those 
that  are  independent  devices.  Therefore, 
the  identification  has  been  modified  to 
reflect  that  intent. 

4.  One  comment  stated  that  any 
proposal  for  a  standard  applicable  to  a 
hematocrit  device  that  is  part  of  a  larger 
system  must  consider  the  operational 
and  functional  characteristics  of  the 
larger  system  to  make  sure  that 
compliance  with  the  hematocrit 
standard  would  not  affect  adversely  the 
larger  system,  from  a  technological  or  an 
economic  point  of  view. 

FDA  believes  that  the  development  of 
a  standard  for  an  automated  hematocrit 
instrument  that  is  part  of  a  larger  system 
will  involve  careful  consideration  of  the 
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effect  of  that  standard  on  the  larger 
system. 

5.  FDA  received  on  comment  in 
support  of  the  proposed  class  11 
classification  and  the  reasoning  offered 
in  support  of  that  classification. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  the  noted  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5600,  to  read  as 
follows: 

§  864.5600  Automated  hematocrit 
instrument. 

(a)  Identification.  An  automated 
hematocrit  instrument  is  a  fully 
automated  or  semi-automated  device 
which  may  or  may  not  be  part  of  a 
larger  system.  This  device  measures  the 
packed  red  cell  volume  of  a  blood 
sample  to  distinguish  normal  from 
abnormal  states,  such  as  anemia  and 
erythrocytosis  (an  increase  in  the 
number  of  red  cells). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27323  Filed  9-11-80;  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

(Docket  No.  78N-1860] 

Classification  of  Automated 
Hemoglobin  Systems 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 


summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  hemoglobin 
systems  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  or  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52983)  a  proposed 
regulation  to  classify  automated 
hemoglobin  systems  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that  the 
identification  will  not  distinguish  this 
device  from  semi-automated  hemoglobin 
systems  when  a  regulation  classifying 
these  devices  is  proposed. 

FDA  believes  it  is  unnecessary  to 
write  a  separate  regulation  for  semi- 
automated  hemoglobin  systems.  The 
proposed  regulation  was  intended  to 
apply  both  to  fully  automated  and  to 
semi-automated  systems.  Therefore,  the 
identification  has  been  modified  to 
reflect  this  intent. 

2.  One  comment  suggested  that  the 
identification  does  not  distinguish 
automated  hemoglobin  systems  which 
are  independent  devices  from 
automated  systems  which  are  part  of  a 
larger  system. 

FDA  agrees  with  this  comment.  The 
proposed  regulation  was  intended  to 
apply  to  both  independent  devices  and 
devices  that  are  part  of  a  larger  system. 
Therefore,  the  identification  has  been 
modified  to  reflect  this  intent. 


3.  One  comment  suggested  that  the 
proposed  regulation  would  encompass 
all  the  devices  described  in  the 
regulation  classifying  whole  blood 
hemoglobin  assays  (44  FR  53019). 

FDA  intended  that  the  regulation 
classifying  whole  blood  hemoglobin 
assays  apply  to  manual  techniques  only. 
The  identification  of  that  regulation. 
Docket  Number  78N-1896,  has  been 
modified  to  reflect  that  intent. 

4-  One  comment  agreed  with  the 
proposed  classification  but  stated  that 
the  Panel  had  not  presented  sufficient 
justification  for  its  class  II 
recommendation.  The  comment  noted 
that  the  risks  identified  are  not  unique  to 
the  hemoglobin  method  and  that  the 
electrical  shock  hazard  is  not 
appropriate.  The  comment  stated  that 
products  using  the  cyanmethemoglobin 
method  have  been  marketed  for  years 
and  the  existence  of  an  ICSH  standard 
or  preliminary  CDC  standard  does  not 
meet  the  statutory  requirements  for 
placing  a  device  into  class  II.  The 
comment  suggested  that  automated 
hemoglobin  systems  can  be  adequately 
controlled  through  the  use  of  general 
controls,  including  GMP’s  and  product 
labeling  requirements  in  21  CFR  809.10, 
until  such  time  as  a  standard  is 
promulgated  in  final  form. 

FDA  disagrees  with  this  comment. 

FDA  believes  that  the  proposed 
regulation  and  the  Panel’s 
recommendation  clearly  justify 
classifying  automated  hemoglobin 
systems  into  class  II.  The  risk  of 
misdiagnosis  of  a  hemoglobin  disorder  is 
certainly  unique  to  a  hemoglobin 
measuring  system.  The  potential  for 
electrical  shock  exists  with  any 
electrically  powered  device.  Patient 
harm  resulting  from  misdiagnosis  and 
subsequent  inappropriate  therapy  would 
justify  classification  into  class  III  were  it 
not  for  the  years  of  experience  with  the 
cyanmethemoglobin  methodology  and 
the  existence  of  the  ICSH  and  CDC 
standards,  which  clearly  indicate  that  a 
performance  standard  can  be 
established.  General  controls  alone 
cannot  provide  reasonable  assurance  of 
the  safety  and  effectiveness  of  these 
devices.  General  controls  do  not  specify 
acceptable  ranges  for  the  accuracy, 
precision,  sensitivity,  and  specificity  of 
hemoglobin  measurements  made  with 
these  systems  and  a  performance 
standard  is  required.  FDA 
acknowledges,  however,  that  until  a 
standard  is  promulgated,  these  device 
systems  will  be  subject  only  to  the 
general  controls  of  class  I,  including 
labeling  requirements  of  21  CFR  809.10. 

5.  One  comment  suggested  that  the 
controls  applied  to  hemoglobin  devices 
that  are  part  of  a  larger  system  must  not 
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have  deleterious  financial  or 
technological  effects  on  the  other 
components  of  the  larger  system. 

FDA  agrees  that  the  impact  of  a 
hemoglobin  performance  standard  on  a 
larger  system  should  receive  careful 
consideration  during  the  standards 
development  process. 

6.  One  comment  suggested  that  it 
would  be  more  appropriate  to  classify 
the  device  into  class  I  than  the  proposed 
class  II  due  to  the  slight  risk  to  the 
patient.  The  accuracy  and  precision  of 
the  system  are  specified  and  the  user 
may  determine  if  the  device  is 
appropriate  for  the  intended  use.  A 
minor  error  would  not  result  in  a  radical 
change  in  patient  treatment,  and  a  major 
error  wxmld  be  readily  detected  by  the 
user.  The  device  has  no  physical  contact 
with  the  patient  and,  therefore,  cannot 
cause  immediate  harm  to  the  patient.  A 
performance  standard  would  not 
improve  the  safety  or  effectiveness  of 
the  device  and  therefore  is  an 
inappropriate  form  of  regulation. 

FDA  disagrees  with  this  comment. 

The  risk  of  misdiagnosis  of  a 
hemoglobin  disorder  resulting  from 
inaccurate  data  generated  by  an 
automated  hemoglobin  system  is  not  a 
slight  risk.  In  many  instances,  the 
physician  who  relies  upon  the 
hemoglobin  measurement  has  no  direct 
contact  with  the  laboratory  in  which  the 
measurement  is  made.  Therefore,  the 
physician  has  no  idea  of  the  accuracy  or 
precision  of  the  instrument  used  and 
n  may  not  be  able  to  detect  an  error  or 
determine  its  degree.  Therefore,  a 
performance  standard  that  specifies 
acceptable  ranges  of  precision, 
accuracy,  sensitivity,  and  specificity  is 
essential  and  will  improve  the  safety 
and  effectiveness  of  the  device. 

7.  FDA  received  one  comment  fully 
supporting  the  Panel’s  recommendation 
and  the  reasoning  upon  which  it  was 
based. 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 


U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5620,  to  read  as 
follows: 

§  864.5620  Automated  hemoglobin 
system. 

(a)  Identification.  An  automated 
hemoglobin  system  is  a  fully  automated 
or  semi-automated  device  which  may  or 
may  not  be  part  of  a  larger  system.  The 
generic  type  of  device  consists  of  the 
reagents,  calibrators,  controls,  and 
instrumentation  used  to  determine  the 
hemoglobin  content  of  human  blood. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
540  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for  . 

Regulatory  A ffairs. 

[FR  Doc.  80-27324  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 

[Docket  No.  78N-1861] 

Classification  of  Automated  Heparin 
Analyzers 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  heparin 
analyzers  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  premarket  approval 
application  must  be  submitted  to  FDA 
on  or  before  April  29, 1983,  or  90  days 
after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 


development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52984)  a  proposed 
regulation  to  classify  automated  heparin 
analyzers  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5680,  to  read  as 
follows: 

§  864.5680  Automated  heparin  analyzer. 

(a)  Identification.  An  automated 
heparin  analyzer  is  a  device  used  to 
determine  the  heparin  level  in  a  blood 
sample  by  mixing  the  sample  with 
protamine  (a  heparin-neutralizing 
substance)  and  determining 
photometrically  the  onset  of  air- 
activated  clotting.  The  analyzer  also 
determines  the  amount  of  protamine 
necessary  to  neutralize  the  heparin  in 
the  patient’s  circulation. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27325  Filed  9-11-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1862] 

Classification  of  Automated  Platelet 
Aggregation  Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. _ 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  platelet 
aggregation  systems  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Device 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52985)  a  proposed 
regulation  to  classify  automated  platelet 
aggregation  systems  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  intersted  persons 
to  submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with,  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 


in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and 
May  26, 1978  (43  FR  22672  and  22673). 
Further  information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5700,  to  read  as 
follows: 

§  864.5700  Automated  platelet 
aggregation  system. 

(a)  Identification.  An  automated 
platelet  aggregation  system  is  a  device 
used  to  determine  changes  in  platelet 
shape  and  platelet  aggregation  following 
the  addition  of  an  aggregating  reagent  to 
a  platelet-rich  plasma. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27328  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1863] 

Classification  of  Automated 
Sedimentation  Rate  Devices 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated 
sedimentation  rate  devices  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52986)  a  proposed 
regulation  to  classify  automated 
sedimentation  rate  devices  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5800,  to  read  as 
follows: 

§  864.5800  Automated  sedimentation  rate 
device. 

(a)  Identification.  An  automated 
sedimentation  rate  device  is  an 
instrument  that  measures  automatically 
the  erythrocyte  sedimentation  rate  in 
whole  blood.  Because  an  increased 
sedimentation  rate  indicates  tissue 
damage  or  inflammation,  the  erythrocyte 
sedimentation  rate  device  is  useful  in 
monitoring  treatment  of  a  disease. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27327  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1864] 

Cassification  of  Automated  Slide 
Spinners 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  slide 
spinners  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  Octpber  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52987)  a  proposed 
regulation  to  classify  automated  slide 
spinners  into  class  I  (general  controls). 

A  period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and 


May  26, 1978  (43  FR  22672  and  22673). 
Further  information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5850,  to  read  as 
follows: 

§  864.5850  Automated  slide  spinner. 

(a)  Identification.  An  automated  slide 
spinner  is  a  device  that  prepares 
automatically  a  blood  film  on  a 
microscope  slide  using  a  small  amount 
of  peripheral  blood  (blood  circulating  in 
one  of  the  body’s  extremities,  such  as 
the  arm). 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27328  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 

[Docket  No.  78N-1865] 

Classification  of  Blood  Volume 
Measuring  Devices 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  volume  measuring 
devices  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 


proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52988)  a  proposed 
regulation  to  classify  blood  volume 
measuring  devices  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
28, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  F  by 
adding  new  §  864.5950,  to  read  as 
follows: 

§  864.5950  Blood  volume  measuring 
device. 

(a)  Identification.  A  blood  volume 
measuring  device  is  a  manual, 
semiautomated,  or  automated  system 
that  is  used  to  calculate  the  red  cell 
mass,  plasma  volume,  and  total  blood 
volume. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date:  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27329  Filed  9-11-80;  8:45  am] 
BILLING  CODE  4110-03-M 


12CFR  Part  864 
[Docket  No.  78N-1866] 

Classification  of  Bleeding  Time 
Devices 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  bleeding  time  devices 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11. 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52989)  a  proposed 
regulation  to  classify  bleeding  time 
devices  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 


26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864.6100,  to  read  as 
follows: 

Subpart  G— Manual  Hematology 
Devices 

§  864.6 1 00  Bleeding  time  device. 

(a)  Identification.  A  bleeding  time 
device  is  a  device,  usually  employing 
two  spring-loaded  blades,  that  produces 
two  small  incisions  in  the  patient's  skin. 
The  length  of  time  required  for  the 
bleeding  to  stop  is  a  measure  of  the 
effectiveness  of  the  coagulation  system, 
primarily  the  platelets. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27330  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

(Docket  No.  78N-1867] 

Classification  of  Capillary  Blood 
Collection  Tubes 

AGENCY:  Food  and  Drug  Administration, 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  capillary  blood 
collection  tubes  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 
effective  date:  October  14. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52990)  a  proposed 
regulation  to  classify  capillary  blood 
collection  tubes  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  bee.n  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864.6150,  to  read  as 
follows: 

§  864.6150  Capillary  blood  collection  tube. 

(a)  Identification.  A  capillary  blood 
collection  tube  is  a  plain  or  heparinized 
glass  tube  of  very  small  diameter  used 
to  collect  blood  by  capillary  action. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  00-27331  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1868] 

Classification  of  Manual  Blood  Cell 
Counting  Devices 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  Fmal 
rule  classifying  manual  blood  cell 
counting  devices  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT. 
Kaiser  Aziz,  Bureau  of  Medical  Devir  >s 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52991)  a  proposed 
regulation  to  classify  manual  blood  cell 
counting  devices  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that  the 
proposed  identification  does  not  cover 
manual  cell  counting  devices  that  do  not 
count  all  three  types  of  particles:  red 
blood  cells,  white  blood  cells,  and  blood 
platelets. 

FDA  agrees  with  this  comment. 
Therefore,  the  identification  has  been 
modified  to  clarify  that  the  regulation 
applies  to  devices  that  count  one  or 


more  of  the  three  particle  types 
specified. 

2.  One  comment  suggested  that  the 
identification  does  not  distinguish 
manual  cell  counting  devices  from  semi- 
automated  cell  counting  devices  or 
automated  cell  counting  devices. 

FDA  disagrees  with  this  comment 
FDA  believes  that  the  modifier 
“manual”  in  the  device  name  is  self- 
evident  and  is  sufficient  to  distinguish 
this  device  from  automated  or  semi- 
automated  cell  counting  devices. 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  these  changes. 

On  April  28, 1978,  die  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864.6160,  to  read  as 
follows: 

§  864.6 1 60  Manual  blood  cell  counting 
device. 

(a)  Identification.  A  manual  blood  cell 
counting  device  is  a  device  used  to 
count  red  blood  cells,  white  blood  cells, 
or  blood  platelets. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-27332  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

(Docket  No.  78N-1869] 

Classification  of  Hematocrit  Measuring 
Devices 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 


SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  fmal 
rule  classifying  hematocrit  measuring 
devices  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  die 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52991)  a  proposed 
regulation  to  classify  hematocrit 
measuring  devices  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that  the 
description  of  the  significance  of  the 
hematocrit  is  not  the  same  as  that  found 
in  the  proposed  regulation  for  the 
automated  hematocrit  instrument. 
Docket  Number  78N-1859. 

FDA  disagrees  with  this  comment. 
Both  regulations  state  that  the 
hematocrit  is  used  to  distinguish  normal 
from  abnormal  states.  Anemia  and 
erythrocytosis  are  cited  as  examples  of 
abnormal  states  in  both  regulations. 

2.  FDA  received  one  comment  in 
support  of  the  proposed  class  II 
classification.  The  comment  suggested 
that  all  hematocrit  readers  be 
standardized  to  a  National  Bureau  of 
Standards  metric  ruler  and  that  all 
scales  be  calibrated  on  that  basis. 

FDA  notes  the  two  suggestions  and 
believes  that  they  should  be  considered 
during  standards  development  for  the 
devices. 

Accordingly,  the  proposed  regulation 
is  being  adopted  without  change. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864.6400,  to  read  as 
follows: 

§  864.6400  Hematocrit  measuring  device. 

(a)  Identification.  A  hematocrit 
measuring  device  is  a  system  consisting 
of  instruments,  tubes,  racks,  and  a 
sealer  and  a  holder.  The  device  is  used 
to  measure  the  packed  red  cell  volume 
in  blood  to  determine  whether  the 
patient’s  total  red  cell  volume  is  normal 
or  abnormal.  Abnormal  states  include 
anemia  (an  abnormally  low  total  red  cell 
volume)  and  erythrocytosis  (an 
abnormally  high  total  red  cell  mass). 

The  packed  red  cell  volume  is  produced 
by  centrifuging  a  given  volume  of  blood. 

(b)  Clasification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27333  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-18711 
Classification  of  Occult  Blood  Tests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  occult  blood  tests  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 


the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52993),  a  proposed 
regulation  to  classify  occult  blood  tests 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that  occult 
blood  tests  for  feces  specimens  are 
separate  and  distinct  from  occult  blood 
tests  for  urine  specimens.  The  comment 
noted  that  the  tests  are  used  to  screen 
for  conditions  which  are  diverse  and  of 
very  different  medical  significance.  The 
comment  requested  that  occult  blood 
tests  be  classified  by  two  separate  rules, 
one  relating  to  tests  for  feces  specimens 
and  the  other  relating  to  tests  for  urine 
specimens. 

FDA  disagrees  with  this  comment. 
FDA  believes  that  it  is  unnecessary  to 
write  one  regulation  for  occult  blood 
tests  for  feces  specimens  and  another 
regulation  for  occult  blood  tests  for 
urine  specimens.  Despite  differences  in 
the  purpose  and  use  of  these  tests,  it  is 
proper  for  a  single  regulation  to  cover 
both. 

2.  One  comment  suggested  that 
because  occult  blood  tests  are  used  for 
screening  for  red  blood  cells  or 
hemoglobin  and  not  for  the  purpose  of 
defining  or  monitoring  a  disease  state, 
standards  prescribing  ranges  of 
accuracy,  precision,  sensitivity,  and 
specificity  are  not  necessary  because 
the  risk  of  misdiagnosis  is  slight.  These 
devices  are  used  to  detect  varying  levels 
of  occult  blood  and  there  are  no  truly 
definitive  levels  to  be  used  as  a 
standard.  Therefore,  performance 
standards  are  inappropriate.  The 


comment  also  noted  that  these  devices 
are  not  used  for  definitive  diagnosis  but 
as  part  of  a  larger  work-up.  Also,  1 
because  there  is  no  direct  contact  with 
the  patient,  the  risk  of  harm  is  slight. 

The  comment  suggested  that  occult 
blood  tests  be  classified  into  class  I. 

FDA  disagrees  with  this  comment. 

FDA  believes  that  failure  of  the  device 
to  perform  satisfactorily  may  lead  to  an 
error  in  the  diagnosis  of  gastrointestinal 
bleeding,  renal  disease,  urinary  tract 
disease,  or  hemoglobinuria  (hemoglobin 
in  the  urine)  and  subsequent 
inappropriate  therapy.  FDA  believes 
that  standardization  of  certain  features 
of  these  tests  would  result  in  improved 
precision,  sensitivity,  specificity,  and 
accuracy.  Therefore  these  tests  would 
be  safer  and  more  effective. 

Accordingly,  the  proposed  regulation 
is  being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864.6550,  to  read  as 
follows: 

§  864.6550  Occult  blood  test 

(a)  Identification.  An  occult  blood  test 
is  a  device  used  to  detect  occult  blood  in 
urine  or  feces.  (Occult  blood  is  blood 
present  in  such  small  quantities  that  it 
can  be  detected  only  by  chemical  tests 
of  suspected  material,  or  by  microscopic 
or  spectroscopic  examination.) 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27334  Filed  9-11-80;  8:45  am) 
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21  CFR  Part  864 

[Docket  No.  78N-1872] 

Classification  of  Osmotic  Fragility 
Test3 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  osmotic  fragility  tests 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  Class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52994)  a  proposed 
regulation  to  classify  osmotic  fragility 
tests  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 


701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864,6600,  to  read  as 
follows: 

§  864.6600  Osmotic  fragility  test. 

(a)  Identification.  An  osmotic  fragility 
test  is  a  device  used  to  determine  the 
resistance  of  red  blood  cells  to 
hemolysis  (destruction)  in  varying 
concentrations  of  hypotonic  saline 
solutions. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27335  Filed  9-11-80;  8:45  am) 
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21  CFR  Part  864 
[Docket  No.  78N-1873] 

Classification  of  Platelet  Adhesion 
Tests 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  platelet  adhesion  tests 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 


Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52995)  a  proposed 
regulation  to  classify  platelet  adhesion 
tests  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

The  one  comment  received  on  the 
proposal  objected  to  the  proposed  class 
I  classification.  The  comment  noted  that, 
although  attempts  have  been  made  to 
standardize  these  tests,  the  variables  in 
the  test  system  components  have  not 
been  clearly  identified.  The  comment 
stated  that  many  individuals  have  found 
the  test  to  be  capricious  and  less 
reliable  than  more  exact  tests  available 
to  make  a  more  certain  diagnosis  of  Von 
Willebrand's  disease.  The  bleeding  time, 
ristocetin  platelet  aggregation  test, 
immunologic  assay  of  Von  Willebrand's 
factor  (factor  VIII  antigen),  and 
quantitative  assay  of  factor  VII  were 
cited  as  examples  of  more  exact  tests. 
The  comment  suggested  placing  platelet 
adhesion  tests  in  class  III  due  to  the 
ineffectiveness  of  the  test  and  the 
dangers  of  misdiagnosis  of  Von 
Willebrand’s  disease. 

FDA  disagrees  with  the  comment’s 
suggestion  that  platelet  adhesion  tests 
be  classified  into  class  III  but  agrees 
that  the  device  should  be  more 
stringently  regulated  than  it  would  be  if 
placed  in  class  I.  As  explained  below, 
FDA  has  concluded  that  the  device 
should  be  classified  into  class  II. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Devices  Section  of  the  Clinical 
Chemistry  and  the  Hematology  Devices 
Panel  at  which  this  comment  was 
considered.  At  that  meeting  a 
representative  of  the  Health  Research 
Group  (HRG)  presented  HRG’s  view 
that  platelet  adhesion  tests  should  be 
classified  into  class  III  rather  than  class 
I  as  proposed.  After  considering  the 
comment  and  testimony  presented,  the 
Section  concluded  that  general  controls 
are  sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  this  test  and 
recommended  that  the  device  be 
classified  into  class  I  as  proposed. 

FDA  has  carefully  considered  the 
comment,  the  Section’s 
recommendation,  and  the  information 
presented  at  the  meeting.  FDA  disagrees 
that  the  device  should  be  classified  into 
class  III  simply  because  more  exact 
tests  exist  to  confirm  a  diagnosis  of  Von 
Willebrand’s  disease.  If  the  platelet 
adhesion  test  were  the  sole  source  of 
diagnostic  information,  classification 
into  class  III  might  be  justified. 

However,  the  test  is  not  used  in  this 
manner.  It  is  used  in  conjunction  with  at 
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least  four  other  tests.  It  is  true  that  the 
test  can  be  capricious.  However,  the 
variables  causing  this  capriciousness 
are  known  (i.e.,  the  blood  flow  rate,  the 
number  and  type  of  glass  beads  in  the 
column,  the  type  of  plastic  from  which 
the  column  is  constructed,  the  column 
length  and  diameter,  and  the 
anticoagulant  used)  and  can  be 
adequately  controlled  by  a  performance 
standard. 

Based  on  the  comment  and 
information  described  above,  FDA  now 
believes  that  general  controls  alone  are 
not  adequate  for  this  device  and  that 
sufficient  information  exists  to  establish 
a  performance  standard.  Accordingly, 
the  final  regulation  is  being  changed  to 
classify  the  device  into  class  II.  For  the 
reasons  stated  in  the  general  provisions 
for  hematology  and  pathology  devices, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  FDA  does  not  believe 
that  it  is  necessary  to  issue  a  new 
proposal  concerning  this  decision. 
Persons  who  disagree  with  classifying  . 
platelet  adhesion  tests  into  class  II  may 
petition  for  reclassification  under 
Subpart  C  of  Part  860  of  the 
classification  procedures  regulation. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  a  change  in  device 
classification  from  class  I  to  class  II. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864.6650,  to  read  as 
follows: 

§  864.6650  Platelet  adhesion  test. 

(a)  Identification.  A  platelet  adhesion 
test  is  a  device  used  to  determine  in 
vitro  platelet  function. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513.  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f  fairs. 

(FR  Doc.  80-27336  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1874] 

Classification  of  Platelet 
Aggregometers 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  platelet  aggregometers 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
effective  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52996)  a  proposed 
regulation  to  classify  platelet 
aggregometers  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  v/ith  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 


26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864.6675,  to  read  as 
follows: 

§  864.6675  Platelet  aggregometer. 

(a)  Identification.  A  platelet 
aggregometer  is  a  device,  used  to 
determine  changes  in  platelet  shape  and 
platelet  aggregation  following  the 
addition  of  an  aggregating  reagent  to  a 
platelet  rich  plasma. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27337  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1876] 

Classification  of  Erythrocyte 
Sedimentation  Rate  Tests 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  erythrocyte 
sedimentation  rate  tests  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
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development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also  ^ 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52998)  a  proposed 
regulation  to  classify  erythrocyte 
sedimentation  rate  tests  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted  . 
with  a  minor  clarification  in  the 
identification. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  G  by 
adding  new  §  864.6700,  to  read  as 
follows: 

§  864.6700  Erythrocyte  sedimentation  rate 
test. 

(a)  Identification.  An  erythrocyte 
sedimentation  rate  test  is  a  device  that 
measures  the  length  of  time  required  for 
the  red  cells  in  a  blood  sample  to  fall  a 
specified  distance  or  a  device  that 
measures  the  degree  of  sedimentation 
taking  place  in  a  given  length  of  time. 

An  increased  rate  indicates  tissue 
damage  or  inflammation. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs. 513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

|FR  Doc.  80-27338  Filed  0-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

(Docket  No.  78N-1877] 

Classification  of  Adenosine 
Triphosphate  Release  Assays 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  adenosine  triphosphate 
release  assays  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 
for  further  information  contact: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  52999)  a  proposed 
regulation  to  classify  adenosine 
triphosphate  release  assays  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

One  comment  was  received  on  the 
proposal.  The  following  is  a  summary  of 
this  comment  and  the  agency’s  response 
to  it: 

The  comment  stated  that  the  proposed 
regulation  does  not  provide  an  adequate 
definition  of  the  products  or  the  diseases 
to  be  treated.  The  comment  suggested 
that  the  regulation  providing  the 
classification  of  these  products  be 
reproposed  with  adequate  identification. 

FDA  agrees  that  the  identification  that 
was  proposed  requires  clarification. 
Therefore,  the  device  name  and 


identification  have  been  modified  to 
specify  adenosine  triphosphate  and  to 
describe  the  test  procedure  and  the 
disease  conditions. 

However,  FDA  does  not  agree  that  it 
is  necessary  to  repropose  the  regulation 
classifying  these  products.  For  the 
reasons  stated  in  the  general  provisions 
for  hematology  and  pathology  devices, 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  FDA  does  not  believe 
that  it  is  necessary  to  issue  a  new 
proposal  concerning  this  decision. 
Accordingly,  the  proposed  rule  has  been 
adopted  with  the  noted  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7040,  to  read  as 
follows: 

Subpart  H — Hematology  Kits  and 
Packages 

§  864.7040  Adenosine  triphosphate 
release  assay. 

(a)  Identification.  An  adenosine 
triphosphate  release  assay  is  a  device 
that  measures  the  release  of  adenosine 
triphosphate  (ATP)  from  platelets 
following  aggregation.  This 
measurement  is  made  on  platelet-rich 
plasma  using  a  photometer  and  a 
luminescent  firefly  extract. 

Simultaneous  measurements  of  platelet 
aggregation  and  ATP  release  are  used  to 
evaluate  platelet  function  disorders. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-27339  Filed  9-11-80;  8:45  am) 

8ILLING  CODE  4110-03-M 
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21  CFR  Part  864 

[Docket  No.  78N-1878] 

Classification  of  Antithrombin  III 
Assays 

AGENCY:  Food  and  Drug  Administration 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  antithrombin  III  assays 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53000)  a  proposed 
regulation  to  classify  antithrombin  III 
assays  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7060,  to  read  as 
follows: 

§  864.7060  Antithrombin  III  assay. 

(a)  Identification.  An  antithrombin  III 
assay  is  a  device  that  is  used  to 
determine  the  plasma  level  of 
antithrombin  III  (a  substance  which  acts 
with  the  anticoagulant  heparin  to 
prevent  coagulation).  This  determination 
is  used  to  monitor  the  administration  of 
heparin  in  the  treatment  of  thrombosis. 
The  determination  may  also  be  used  in 
the  diagnosis  of  thrombophilia  (a 
congenital  deficiency  of  antithrombin 
III). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  i<40- 
546  (21  U.S.C.  360c,  371(a))) 

Dated  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Ooc.  80-27340  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1879] 

Classification  of  Red  Blood  Cell 
Enzyme  Assays 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  red  blood  cell  enzyme 
assays  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11. 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 


classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device,  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53001)  a  proposed 
regulation  to  classify  cell  enzyme  assays 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

The  one  comment  received  on  the 
proposal  suggested  that  including  the 
purpose  of  the  assay  in  the  identification 
was  unnecessary. 

FDA  disagrees  with  this  comment. 

FDA  believes  that  including  an  example 
of  the  diagnostic  use  of  a  device 
provides  a  more  complete  identification 
of  the  diagnostic  device.  The  agency  has 
made  minor  changes  in  the  name  and 
identification  of  the  device  to  make  it 
clear  that  the  rule  applies  to  red  blood 
cell  enzyme  assays.  Accordingly,  the 
proposed  regulation  has  been  adopted 
with  the  changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  54D-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7100,  to  read  as 
follows: 

§  864.7100  Red  blood  cell  enzyme  assay. 

(a)  Identification.  Red  blood  cell 
enzyme  assay  is  a  device  used  to 
measure  the  activity  in  red  blood  cells  of 
clinically  important  enzymatic  reactions 
and  their  products,  such  as  pyruvate  • 
kinase,  or  2,3-diphosphoglycerate.  A  red 
blood  cell  enzyme  assay  is  used  to 
determine  the  enzyme  defects 
responsible  for  a  patient’s  hereditary 
hemolytic  anemia. 

(b)  Classification.  Class  II 
(performance  standards). 
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Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27341  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1880] 

Classification  of  Activated  Whole 
Blood  Clotting  Time  Tests 

AGENCY:  Food  and  Drug  Administration, 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  activated  whole  blood 
clotting  time  tests  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53003)  a  proposed 
regulation  to  classify  activated  whole 
blood  clotting  time  tests  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested 
classification  of  the  test  into  class  III 
rather  than  class  II  as  proposed, 
because  insufficient  information  exists 


to  establish  a  performance  standard  that 
will  provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  this  test. 

FDA  disagrees  with  this  comment. 

FDA  believes  that  use  of  this  test  for 
over  10  years  has  provided  sufficient 
data  to  establish  a  performance 
standard  that  will  ensure  the  safety  and 
effectiveness  of  this  device. 

2.  One  comment  noted  that  the 
activated  whole  blood  clotting  time  tests 
is  not  used  to  monitor  therapy  for 
deficiencies  of  coagulation  factors  VII, 

IX,  and  XI  as  is  suggested  by  the 
proposed  identification.  The  comment 
requested  that  the  identification  be 
amended  to  remove  any  reference  to  the 
use  of  this  test  to  monitor  therapy  for 
specific  coagulation  factor  deficiencies. 

FDA  agrees  with  this  comment. 
Therefore,  the  proposed  regulation  is 
being  adopted  with  changes  in  the 
identification  to  remove  the  reference  to 
the  use  of  this  test  to  monitor  therapy 
for  deficiencies  of  coagulation  factors 
VII,  IX,  and  XI. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
premable  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7140,  to  read  as 
follows: 

§  864.7140  Activated  whole  blood  clotting 
time  tests. 

(a)  Identification.  An  activated  whole 
blood  clotting  time  tests  is  a  device, 
used  to  monitor  heparin  therapy  for  the 
treatment  of  venous  thrombosis  or 
pulmonary  embolism  by  measuring  the 
coagulation  time  of  whole  blood. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27342  Filed  3-11-80:  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1881] 

Classification  of  Erythropoietin 
Assays 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  erythropoietin  assays 
into  class  III  (premarket  approval).  The 
effect  of  classifying  a  device  into  class 
III  is  to  require  each  manufacturer  of  the 
device  to  submit  to  FDA  a  premarket 
approval  application  that  includes 
information  concerning  safety  and 
effectiveness  tests  for  the  device.  Each 
application  must  be  submitted  to  FDA 
on  or  before  April  29, 1983,  or  90  days 
after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices  •- 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53003)  a  proposed 
regulation  to  classify  erythropoietin 
assays  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  A  comment  from  the  National 
Committee  for  Clinical  Laboratory 
Standards  (NCCLS)  objected  to  the 
implication  in  the  proposed  regulation 
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that  the  NCCLS  recommended  that  the 
commerically  available 
hemagglutination  inhibition  (HAI)  assay 
for  erythropoietin  not  be  used  for 
clinical  purposes.  The  comment  stated 
that  the  proposed  regulations 
misrepresents  the  deliberative  process 
used  by  NCCLS  standards  committees. 
The  comment  explained  that  it  is  the 
responsibility  of  the  NCCLS  to  develop 
consensus  standards  and  that  the 
NCCLS  does  not  evaluate  commercial 
products  for  analyte  determination  and 
publish  the  results  of  the  evaluation.  The 
comment  explained  that  an  NCCLS 
subcommittee  had  considered 
commercial  HAI  assays.  However,  the 
only  resulting  recommendation  was 
NCCLS  proposed  standard  PSH-6, 
Standard  Assay  for  the  Determination  of 
Erythropoietin  Activity  in  Body  Fluids.  It 
was  also  noted  that  the  NCCLS 
subcommittee  deliberations  took  place 
at  least  one  and  one  half  years  ago  and 
subsequent  developments  may  have 
made  the  work  of  the  subcommittee 
obsolete. 

FDA  acknowledges  that  the  proposed 
regulation  did  not  accurately  represent 
the  deliberative  process  employed  by 
NCCLS  standards  committees.  The 
proposed  regulation  incorrectly 
described  the  statement  on  HAI  assays 
as  a  draft  of  an  NCCLS  recommendation 
when  in  fact  it  was  a  draft  prepared  by 
an  NCCLS  subcommittee  and  did  not 
receive  the  endorsement  of  the  NCCLS. 

2.  Two  comments  objected  to  the 
proposal  to  classify  erythropoietin 
assays  into  class  III.  The  comments 
suggested  that  sufficient  information  is 
available  to  establish  a  performance 
standard.  One  comment  cited  several 
years  of  experience  with  this  assay.  The 
comment  noted  that  the  test  is  able  to 
distinguish  low,  normal,  and  high  levels 
of  erythropoietin  in  human  serum  and  it 
is  a  useful  diagnostic  aid  in  separating 
primary  from  secondary  erythrocytosis 
and  elucidating  the  etiology  of  certain 
anemias.  One  comment  stated  that  the 
Hematology  Device  Classification  Panel 
has  based  its  classification 
recommendation  on  an  experimental 
assay  employing  sheep  erythrocytes 
rather  than  the  erythropoietin  test  for 
human  use  that  is  currently  marketed. 

FDA  disagrees  with  the  comment  and 
is  classifying  erythropoietin  assays  into 
class  III  as  proposed. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Section  of  the  Clinical  Chemistry  and 
Hematology  Devices  Panel  to  consider 
the  comments  received  on  the  proposal 
to  classify  the  erythropoietin  assay  into 
class  III.  At  the  meeting,  Ms.  Tommy 
Jordan,  a  representative  of  JCL  Clincial 
Research  Corporation,  and  Susan  A. 


Rothman  of  the  Cleveland  Clinic 
presented  data  supporting  their  view 
that  the  erythropoietin  assay  should  be 
classified  into  class  II  rather  than  class 
III  as  proposed. 

After  considering  the  comments  and 
the  additional  data  and  testimony 
presented  to  the  Section,  the  Section 
concluded  that  the  data  presented  was 
not  sufficient  to  establish  a  performance 
standard  that  would  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device.  Moreover, 
the  device  can  be  of  substantial 
importance  in  preventing  impairment  of 
human  health.  The  Section 
recommended  that  this  device  be 
classified  into  class  III  as  proposed. 

FDA  agrees  with  the  Section  and  is 
adopting  the  proposed  regulation 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
premable  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7250,  to  read  as 
follows: 

§  864.7250  Erythropoietin  assay. 

(a)  Identification.  A  erythropoietin 
assay  is  a  device  that  measures  the 
concentration  of  erythropoietin  (an 
enzyme  that  regulates  the  production  of 
red  blood  cells)  in  serum  or  urine.  This 
assay  provides  diagnostic  information 
for  the  evaluation  of  erythrocytosis 
(increased  total  red  cell  mass)  and 
anemia. 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-27343  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1882] 

Classification  of  Euglobulin  Lysis  Time 
Tests 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  euglobulin  lysis  time 
tests  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the. Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53005)  a  proposed 
regulation  to  classify  euglobulin  lysis 
time  tests  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  recieved 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
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26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the- device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7275,  to  read  as 
follows: 

§  864.7275  Euglobulin  lysis  time  tests. 

(a)  Identification.  A  euglobulin  lysis 
time  test  is  a  device  that  measures  the 
length  of  time  required  for  the  lysis 
(dissolution)  of  a  clot  formed  from 
fibrinogen  in  the  euglobulin  fraction 
(that  fraction  of  the  plasma  responsible 
for  the  formation  of  plasmin,  a  clot 
lysing  enzyme).  This  test  evaluates 
natural  fibrinolysis  (destruction  of  a 
blood  clot  after  bleeding  has  been 
arrested).  The  test  also  will  detect 
accelerated  fibrinolysis. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27344  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
(Docket  No.  78N-1883] 

Classification  of  Factor  Deficiency 
Tests 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  factor  deficiency  tests 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  mon 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976, 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53006)  a  proposed 
regulation  to  classify  factor  deficiency 
tests  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7290,  to  read  as 
follows: 

§  864.7290  Factor  deficiency  test. 

(a)  Identification.  A  factor  deficiency 
test  is  a  device  used  to  diagnose  specific 
coagulation  defects,  to  monitor  certain 
types  of  therapy,  to  detect  coagulation 
inhibitors,  and  to  detect  a  carrier  state 
(a  person  carrying  both  a  recessive  gene 
for  a  coagulation  factor  deficiency  such 
as  hemophilia  and  the  corresponding 
normal  gene). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 


(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27345  Filed  9-11-80:  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1884] 

Classification  of  Fibrin  Monomer 
Paracoagulation  Tests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fibrin  monomer 
paracoagulation  tests  into  class  III 
(premarket  approval).  The  effect  of 
classifying  a  device  into  Class  III  is  to 
require  each  manufacturer  of  the  device 
to  submit  to  FDA  a  premarket  approval 
application  that  includes  information 
concerning  safety  and  effectiveness 
tests  for  the  device.  Each  application 
must  be  submitted  to  FDA  on  or  before 
April  29, 1983,  or  90  days  after 
promulgation  of  a  separate  regulation 
requiring  premarket  approval  of  the 
device,  whichever  occurs  later.  This* 
action  is  being  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53007)  a  proposed 
regulation  to  classify  fibrin  monomer 
paracoagulation  tests  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  one  comment  received  on  the 
proposal  objected  to  the  proposed 
classification  of  the  fibrin  monomer 
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paracoagulation  test  into  class  II.  The 
comment  stated  that  insufficient 
information  exists  to  establish  a 
performance  standard  that  will  ensure 
its  safety  and  efficacy.  The  comment 
noted  that  the  test  lacks  the  sensitivity 
and  specificity  of  other  tests  used  for  the 
diagnosis  of  disseminated  intravascular 
coagulation  (DIC).  Because  DIC  is  a 
potentially  life-threatening  disorder, 
failure  to  diagnose  DIC  presents  a 
significant  risk  to  the  patient. 

FDA  agrees  with  the  comment  and  is 
publishing  a  final  regulation  classifying 
the  device  into  class  III. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Devices  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel.  At  the  meeting  a  representative  of 
the  Health  Research  Group  (HRG) 
presented  HRG’s  view  that  the  fibrin 
monomer  paracoagulation  test  should  be 
classified  into  class  III  rather  than  class 
II  as  proposed. 

Based  on  the  comments  received,  the 
testimony  presented  at  the  meeting  and 
the  Section’s  recommendation  to 
classify  the  device  into  class  III,  FDA 
has  concluded  that  insufficient 
information  exists  to  establish  a 
performance  standard  for  the  device  and 
is  classifying  the  device  into  class  III 
rather  than  class  II  as  proposed.  The 
device  is  for  use  of  substantial 
importance  in  preventing  impairment  of 
human  health,  and  the  device  presents  a 
potential  unreasonable  risk  of  illness  or 
injury.  For  the  reasons  stated  in  the 
general  provisions  for  hematology  and 
pathology  devices,  published  elsewhere 
in  this  issue  of  the  Federal  Register,  FDA 
does  not  believe  that  it  is  necessary  to 
issue  a  new  proposal  concerning  this 
decision.  Persons  who  disagree  with 
classifying  fibrin  monomer 
paracoagulation  tests  into  class  III  may 
petition  for  reclassification  of  the  device 
under  Subpart  C  of  part  860  of  the 
classification  procedures  regulation. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 


delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7300,  to  read  as 
follows: 

§  864.7300  Fibrin  monomer 
paracoagulation  test. 

(a)  Identification.  A  fibrin  monomer 
paracoagulation  test  is  a  device  used  to 
detect  fibrin  monomer  in  the  diagnosis 
of  disseminated  intravascular 
coagulation  (nonlocalized  clotting 
within  a  blood  vessel)  or  in  the 
differential  diagnosis  between 
disseminated  intravascular  coagulation 
and  primary  fibrinolysis  (dissolution  of 
the  fibrin  in  a  blood  clot). 

(b)  Classification.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  of  Regulatory 
Affairs. 

[FR  Doc.  80-27346  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 

[Docket  No.  78N-1885] 

Classification  of  Fibrinogen/Fibrin 
Degradation  Products  Assays 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fibrinogen/fibrin 
degradation  products  assays  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 


Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53008)  a  proposed 
regulation  to  classify  fibrinogen/fibrin 
degradation  products  assays  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  stated  that  the  term 
"fibrin  split  products”  has  been  replaced 
by  the  nomenclature  “fibrinogen/fibrin 
degradation  products"  or  “FDP”.  The 
comment  also  provided  several 
references  reflecting  current  usage  of 
this  nomenclature  (Refs.  1  and  2).  The 
comment  suggested  that  the 
classification  name  be  changed  to 
reflect  current  terminology. 

FDA  agrees  with  this  comment. 
Therefore,  the  device  name  in  the  final 
regulation  has  been  changed  to 
‘‘fibrinogen/fibrin  degradation  products 
assays.” 

2.  One  comment  requested  that  the 
staphylococcal  clumping  methodology 
not  be  considered  a  reference 
methodology  for  these  assays.  The 
comment  suggested  that  the  tanned  red 
cell  hemagglutination  inhibition  assay  is 
commonly  considered  as  the  basic 
research  methodology.  Performance 
standards  could  be  developed  for  the 
tanned  red  cell  hemagglutination 
inhibition  assays  and  for  latex 
agglutination.  The  comment  expressed 
hope  that  the  standards  development 
process  would  reflect  current 
nomenclature  and  technology. 

FDA  agrees  that  standards 
development  should  represent  current 
terminology  and  techology.  However,  it 
should  be  noted  that  the  proposed 
regulation  presented  the  staphylococcal 
clumping  methodology  only  as  an 
example  of  one  of  the  methodologies 
currently  available  and  not  as  the 
reference  methodology.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  these  changes. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
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preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7320,  to  read  as 
follows: 

§  864.7320  Fibrinogen/fibrin  degradation 
products  assay. 

(a)  Identification.  A  fibrinogen/fibrin 
degradation  products  assay  is  a  device 
used  to  detect  and  measure  fibrinogen 
degradation  products  and  fibrin 
degradation  products  (protein  fragments 
produced  by  the  enzymatic  action  of 
plasmin  on  fibrinogen  and  fibrin)  as  an 
aid  in  detecting  the  presence  and  degree 
of  intravascular  coagulation  and 
fibrinolysis  (the  dissolution  of  the  fibrin 
in  a  blood  clot)  and  in  monitoring 
therapy  for  disseminated  intravascular 
coagulation  (nonlocalized  clotting  in  the 
blood  vessels). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27347  Filed  9-11-80: 8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-1886] 

Classification  of  Fibrinogen 
Determination  Systems 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fibrinogen  determination 
systems  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 


performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53009)  a  proposed 
regulation  to  classify  fibrinogen 
determination  systems  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

In  the  one  comment  received  on  the 
proposal,  a  manufacturer  of  a  bovine 
thrombin  product  stated  that  its  product 
is  used  both  for  fibrinogen 
determination  procedures  and  for 
clotting  factor  assays.  The  manufacturer 
was  concerned  that  its  product  might  be 
subject  to  two  potentially  conflicting 
standards  due  to  the  wording  of  the 
identification  sections  of  the  proposed 
regulations  for  fibrinogen  determination 
systems  and  thrombin  time  tests,  Docket 
Numbers  78N-1886  and  78N-1904, 
respectively.  The  manufacturer 
requested  that  the  proposed  regulations 
be  reworded  so  as  to  subject  bovine 
thrombin  to  a  single  standard. 

FDA  does  not  believe  that  it  is 
necessary  to  reword  the  regulations.  If 
bovine  thrombin  is  offered  as  a 
component  of  a  system  or  as  an 
accessory  to  a  system,  then  it  must  meet 
the  performance  standard  applicable  to 
that  system.  Therefore,  it  is  conceivable 
that  bovine  thrombin  will  be  subject  to 
two  standards.  The  matter  of 
overlapping  performance  standards  will 
receive  careful  consideration  during  the 
standards  development  process,  so  that 
the  resultant  standards  will  not  impose 
an  intolerable  burden  on  the 
manufacturers  of  these  products. 
Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

On  April,  28, 1978,  the  agency 
terminated  all  of  the  device 


classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food,  - 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7340,  to  read  as 
follows: 

§  864.7340  Fibrinogen  determination 
system. 

(a)  Identification.  A  fibrinogen 
determination  system  is  a  device  that 
consists  of  the  instruments,  reagents, 
standards,  and  controls  used  to 
determine  the  fibrinogen  levels  in 
disseminated  intravascular  coagulation 
(nonlocalized  clotting  within  the  blood 
vessels)  and  primary  fibrinolysis  (the 
dissolution  of  fibrin  in  a  blood  clot). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c.  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph,  - 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27348  Filed  9-11-80: 8:45  am] 
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21  CFR  Part  864 

[Docket  No.  78N-1887] 

Classification  of  Erythrocytic  Glucose- 
6-Phosphate  Dehydrogenase  Assays 

AGENCY:  Food  and  Drug  Administration 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  erythrocytic  glucose-6- 
phosphate  dehydrogenase  assays  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 
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EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistiy  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53010)  a  proposed 
regulation  to  classify  erythrocytic 
glucose-6-phosphate  dehydrogenase 
assays  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  330c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7360,  to  read  as 
follows: 

§  864.7360  Erythrocytic  glucose-6- 
phosphate  dehydrogenase  assay. 

(a)  Identification.  An  erythrocytic 
glucose-6-phosphate  dehydrogenase 
assay  is  a  device  used  to  measure  the 
activity  of  the  enzyme  glucose-e- 
phosphate  dehydrogenase  or  of  glucose- 
e-phosphate  dehydrogenase  isoenzymes. 
The  results  of  this  assay  are  used  in  the 
diagnosis  and  treatment  of 


nonspherocytic  congenital  hemolytic 
anemia  or  drug-induced  hemolytic 
anemia  associated  with  a  glucose-e- 
phosphate  dehydrogenase  deficiency. 
This  generic  device  includes  assays 
based  on  fluorescence,  electrophoresis, 
methemoglobin  reduction,  catalase 
inhibition,  and  utlraviolet  kinetics. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  00-27349  Filed  9-11-80;  8:45  am] 

BILUNG  CODE  4110-03-M 


12  CFR  Part  864 

[Docket  No.  78N-1888] 

Classification  of  Glutathione 
Reductase  Assays 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  glutathione  reductase 
assays  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53011)  a  proposed 
regulation  to  glutathione  reductase 
assays  into  class  II  (performance 
standards).  A  period  of  60  days  was 


provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7375,  to  read  as 
follows: 

§  864.7375  Glutathione  reductase  assay. 

(a)  Identification.  A  glutathione 
reductase  assay  is  a  device  used  to 
determine  the  activity  of  the  enzyme 
glutathione  reductase  in  serum,  plasma, 
or  erythrocytes  by  such  techniques  as 
fluorescence  and  photometry.  The 
results  of  this  assay  are  used  in  the 
diagnosis  of  liver  disease,  glutathione 
reductase  deficiency,  or  riboflavin 
deficiency. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27350  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1889] 

Classification  of  Hemoglobin  A2 
Assays 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hemoglobin  A2  assays 
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into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53013)  a  proposed 
regulation  to  classify  hemoglobin  A2 
assays  into  class  II.  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  recieved  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  A  manufacturer  suggested  that  its 
electrophoresis  equipment  and  kits 
might  be  subject  to  three  potentially 
conflicting  performance  standards  due 
to  the  language  in  the  proposed 
regulations  for  hemoglobin  A2  assays  (44 
FR  53013),  abnormal  hemoglobin  assays 
(44  FR  53014),  and  electrophoretic 
hemoglobin  analysis  systems  (44  FR 
53016).  The  manufacturer  suggested  that 
compliance  with  three  different,  and 
possibly  conflicting,  standards  would  be 
an  immense  regulatory  burden  with  no 
benefit  to  the  patient.  The  comment 
requested  that  the  language  in  the 
proposed  rules  be  modified  so  that  its 
products  and  similar  products  are 
subject  to  a  single  regulation. 

FDA  agrees  that  electrophoresis 
equipment  and  kits  could  be  subject  to 
three  performance  standards.  FDA 
believes  that  a  product  sold  to  perform  a 
specific  assay  should  be  required  to 
meet  any  performance  standards 
applicable  to  that  assay.  Because  the 
standards  will  all  apply  to 
electrophoresis  procedures,  FDA 
believes  that  the  differences  will  be 
minor.  The  matter  of  overlapping 
performance  standards  will  recieve 
careful  consideration  during  the 


standards  development  process,  so  that 
the  resultant  standards  will  not  impose 
an  intolerable  burden  on  the 
manufacturers  of  the  devices. 

2.  One  comment  suggested  that  class 
II  is  appropriate  for  electrophoresis 
control  materials,  but  that  all  other 
electrophoresis  materials  and  equipment 
be  placed  into  class  I.  The  comment 
suggested  that  class  I  is  appropriate 
because  electrophoresis  materials  and 
equipment  have  worked  well  in  the  past. 
Because  there  is  no  direct  patient 
contact,  there  is  no  possibility  of 
immediate  harm  to  the  patient.  The  use 
of  control  materials  will  detect  minor 
difficulties  and  nearly  eliminate  the  risk 
of  misdiagnose.  Because  many  of  the 
abnormal  hemoglobins  sought  to  be 
detected  are  genetic  in  origin,  a  minor 
error  will  not  result  in  drastic  or 
immediate  changes  in  treatment, 
therefore  minimizing  the  risk  to  the 
patient’s  health.  The  comment  also 
argues  that  is  a  standard  is  developed 
for  control  materials,  any  difficulties 
with  equipment  or  materials  could  be 
easily  detected  or  corrected.  The 
comment  also  stated  that  there  are  so 
many  variations  in  procedure  that 
development  of  a  standard  would  be 
nearly  impossible  and  would  be  an 
inappropriate  form  of  regulation  of 
electrophoresis  equipment  and 
materials. 

FDA  disagrees  with  this  comment. 
These  assays  were  proposed  for 
classification  into  class  II  because  FDA 
and  the  Panel  recognized  the  need  to 
establish  acceptable  ranges  for  the 
performance  characteristics  of  these 
assays.  FDA  believes  that  the  general 
controls  under  class  I  will  not  assume 
the  establishment  of  acceptable 
performance  ranges.  FDA  believes  that 
these  standards  should  address  control 
materials  as  well  as  the  other  equipment 
and  materials.  System  features  such  as 
pH,  electrolytes  employed,  support 
media,  voltage,  staining  material,  and 
duration  of  electophoresis  must  be 
addressed  in  a  performance  standard. 
The  potential  for  patient  harm  is  in 
misdiagonosis  or  the  failure  to  detect  a 
hemoglobin  disorder  and  subsequent 
inappropriate  therapy  or  failure  to 
institute  therapy.  A  serious  hemoglobin 
disorder,  whether  genetic  in  origin  or 
not,  may  require  drastic  or  immeidate 
measures  in  treatment  in  order  to 
prevent  harm  to  the  patient.  FDA  agrees 
that  there  are  variations  in  procedure, 
but  these  differences  should  not 
preclude  the  development  of  standards. 

Accordingly,  the  proposed  rule  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 


them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and 
May  26, 1978  (43  FR  22672  and  22673). 
Further  information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7400,  to  read  as 
follows: 

§  864.7400  Hemoglobin  A,  assay. 

(a)  Identification.  A  hemoglobin  A2 
assay  is  a  device  used  to  determine  the 
hemoglobin  A2  content  of  human  blood. 
The  measurement  of  hemoglobin  A2  is 
used  in  the  diagnosis  of  the 
thalassemias  (hereditary  hemolytic 
anemias  characterized  by  decreased 
synthesis  of  one  or  more  types  of 
hemoglobin  polypeptide  chains). 

.  (b)  Classification.  Class  II 

(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27351  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1890] 

Classification  of  Abnomal  Hemoglobin 
Assays 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  abnormal  hemoglobin 
assays  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
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(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53014)  a  proposed 
regulation  to  classify  abnormal 
hemoglobin  assays  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  A  manufacturer  suggested  that  its 
electrophoresis  equipment  and  kits 
might  be  subject  to  three  potentially 
conflicting  performance  standards  due 
to  the  language  in  the  proposed 
regulations  for  hemoglobin  A2  assays  (44 
FR  53013),  abnormal  hemoglobin  assays 
(44  FR  53014),  and  electrophoretic 
hemoglobin  analysis  systems  (44  FR 
53016).  The  manufacturer  suggested  that 
compliance  with  three  different',  and 
possibly  conflicting,  standards  would  be 
an  immense  regulatory  burden  with  no 
benefit  to  the  patient.  The  comment 
requested  that  the  language  in  the 
proposed  rules  be  modified  so  that  its 
products  and  similar  products  are 
subject  to  a  single  regulation. 

FDA  agrees  that  electrophoresis 
equipment  and  kits  could  be  subject  to 
three  performance  standards.  FDA 
believes  that  a  product  sold  to  perform  a 
specific  assay  should  be  required  to 
meet  any  performance  standards 
applicable  to  that  assay.  Because  the 
standards  will  all  apply  to 
electrophoresis  procedures,  FDA 
believes  that  the  differences  will  be 
minor.  The  matter  of  overlapping 
performance  standards  will  receive 
careful  consideration  during  the 
standards  development  process,  so  that 
the  resultant  standards  will  not  impose 
an  intolerable  burden  on  the 
manufacturers  of  the  devices. 

2.  One  comment  suggested  that  class 
II  is  appropriate  for  electrophoresis 
control  materials,  but  that  all  other 
electrophoresis  materials  and  equipment 


be  placed  into  class  I.  The  comment 
suggests  that  class  I  is  appropriate 
because  electrophoresis  materials  and 
equipment  have  worked  well  in  the  past. 
Because  there  is  no  direct  patient 
contact,  there  is  no  possibility  of 
immediate  harm  to  the  patient.  The  use  - 
of  control  materials  will  detect  minor 
difficulties  and  nearly  eliminate  the  risk 
of  misdiagnosis.  Because  many  of  the 
abnormal  hemoglobins  sought  to  be 
detected  are  genetic  in  origin,  a  minor 
error  will  not  result  in  drastic  or 
immediate  changes  in  treatment, 
therefore  minimizing  the  risk  to  the 
patient’s  health.  The  comment  also 
argued  that  if  a  standard  is  developed 
for  control  materials,  any  difficulties 
with  equipment  or  materials  could  be 
easily  detected  or  corrected.  The 
comment  also  states  that  there  are  so 
many  variations  in  procedure  that 
development  of  a  standard  would  be 
nearly  impossible  and  would  be  an 
inappropriate  form  of  regulation  of 
electrophoresis  equipment  and 
materials. 

FDA  disagrees  with  this  comment. 
These  assays  were  proposed  for 
classification  into  class  II  because  FDA 
and  the  Panel  recognized  the  need  to 
establish  acceptable  ranges  for  the 
performance  characteristics  of  these 
assays.  FDA  believes  that  the  general 
controls  under  class  I  will  not  establish 
acceptable  performance  ranges.  FDA 
believes  that  these  standards  should 
address  control  materials  as  well  as  the 
other  equipment  and  materials.  System 
features  such  as  pH,  electrolytes 
employed,  support  media,  voltage, 
staining  material,  and  duration  of 
electrophoresis  must  be  addressed  in  a 
performance  standard.  The  potential  for 
patient  harm  is  in  misdiagnosis  or  the 
failure  to  detect  a  hemoglobin  disorder 
and  subsequent  inappropriate  therapy 
or  failure  to  institute  therapy.  A  serious 
hemoglobin  disorder,  whether  genetic  in 
origin  or  not,  may  very  well  require 
drastic  or  immediate  measures  in 
treatment  in  order  to  prevent  harm  to 
the  patient.  FDA  agrees  that  there  are 
variations  in  procedure,  but  these 
differences  should  not  preclude  the 
development  of  standards. 

Accordingly,  the  proposed  rule  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 


advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7415,  to  read  as 
follows: 

§  864.7415  Abnormal  hemoglobin  assay. 

(a)  Identification.  An  abnormal 
hemoglobin  assay  is  a  device  consisting 
of  the  reagents,  apparatus, 
instrumentation,  and  controls  necessary 
to  isolate  and  identify  abnormal 
genetically  determined  hemoglobin 
types. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27352  Filed  9-11-80;  8:45  ami 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1891] 

Classification  of  Carboxyhemoglobin 
Assays 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  carboxyhemoglobin 
assays  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
effective  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
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classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53015)  a  proposed 
regulation  to  classify 
carboxyhemoglobin  assays  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA.  . 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21668,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7425,  to  read  as 
follows: 

§  864.7425  Carboxyhemoglobin  assay. 

(a)  Identification.  A 
carboxyhemoglobin  assay  is  a  device 
used  to  determine  the 
carboxyhemoglobin  (the  compound 
formed  when  hemoglobin  is  exposed  to 
carbon  monoxide)  content  of  human 
blood  as  an  aid  in  the  diagnosis  of 
carbon  monoxide  poisoning.  This 
measurement  may  be  made  using 
methods  such  as  spectroscopy, 
colorimetry,  spectrophotometry,  and 
gasometry. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


.Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27353  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1892] 

Classification  of  Electrophoretic 
Hemoglobin  Analysis  Systems 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  electrophoretic 
hemoglobin  analysis  systems  into  class 
II  (performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11. 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53016)  a  proposed 
regulation  to  classify  electrophoretic 
hemoglobin  analysis  systems  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency's  response  to  them: 

1.  A  manufacturer  suggested  that  its 
electrophoresis  equipment  and  kits 
might  be  subject  to  three  potentially 
conflicting  performance  standards  due 
to  the  language  in  the  proposed 
regulations  for  hemoglobin  A2  assays  (44 
FR  53013),  abnormal  hemoglobin  assays 
(44  FR  53014),  and  electrophoretic 


hemoglobin  analysis  systems  (44  FR 
43016).  The  manufacturer  suggested  that 
compliance  with  three  different  and 
possibly  conflicting  standards  would  be 
an  immense  regulatory  burden  with  no 
benefit  to  the  patient.  The  comment 
requested  that  the  language  in  the 
proposed  rules  be  modified  so  that  its 
products  and  similar  products  are 
subject  to  a  single  regulation. 

FDA  agrees  that  electrophoresis 
equipment  and  kits  could  be  subject  to 
three  performance  standards.  FDA 
believes  that  a  product  sold  to  perform  a 
specific  assay  should  be  required  to 
meet  any  performance  standards 
applicable  to  that  assay.  Because  the 
standards  will  all  apply  to 
electrophoresis  procedures,  FDA 
believes  that  the  differences  will  be 
minor.  The  matter  of  overlapping 
performance  standards  will  receive 
careful  consideration  during  the 
standards  development  process,  so  that 
the  resultant  standards  will  not  impose 
an  intolerable  burden  on  the 
manufacturers  of  the  devices. 

2.  One  comment  suggested  that  class 
II  is  appropriate  for  electrophoresis 
control  materials,  but  that  all  other 
electrophoresis  materials  and  equipment 
be  placed  into  class  I.  The  comment 
suggests  that  class  I  is  appropriate 
because  electrophoresis  materials  and 
equipment  have  worked  well  in  the  past. 
Because  there  is  no  direct  patient 
contact,  there  is  no  possibility  of 
immediate  harm  to  the  patient.  The  use 
of  control  materials  will  detect  minor 
difficulties  and  nearly  eliminate  the  risk 
of  misdiagnosis.  Because  many  of  the 
abnormal  hemoglobins  sought  to  be 
detected  are  genetic  in  origin,  a  minor 
error  will  not  result  in  drastic  or 
immediate  changes  in  treatment, 
therefore  minimizing  the  risk  to  the 
patient’s  health.  The  comment  also 
argued  that  if  a  standard  is  developed 
for  control  materials,  any  difficulties 
with  equipment  or  materials  could  be 
easily  detected  or  corrected.  The 
comment  also  states  that  there  are  so 
many  variations  in  procedure  that 
development  of  a  standard  would  be 
nearly  impossible  and  would  be  an 
inappropriate  form  of  regulation  of 
electrophoresis  equipment  and 
materials. 

FDA  disagrees  with  this  comment. 
These  assays  were  proposed  for 
classification  into  class  II  because  FDA 
and  the  Panel  recognized  the  need  to 
establish  acceptable  ranges  for  the 
performance  characteristics  of  these 
assays.  FDA  believes  that  the  general 
controls  of  class  I  will  not  establish 
acceptable  performances  ranges.  FDA 
believes  that  these  standards  should 
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address  control  materials  as  well  as  the 
other  equipment  and  materials.  System 
features  such  as  pH,  electrolytes 
employed,  support  media,  voltage, 
staining  material,  and  duration  of 
electrophoresis  must  be  addressed  in  a 
performance  standard.  The  potential  for 
patient  harm  is  in  misdiagnosis  or  the 
failure  to  detect  a  hemoglobin  disorder 
and  subsequent  inappropriate  therapy 
or  failure  to  institute  therapy.  A  serious 
hemoglobin  disorder,  whether  genetic  in 
origin  or  not,  may  very  well  require 
drastic  or  immediate  measures  in 
treatment  in  order  to  prevent  harm  to 
the  patient.  FDA  agrees  that  there  are 
variations  in  procedure,  but  these 
differences  should  not  preclude  the 
development  of  standards. 

Accordingly,  the  proposed  rule  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7440,  to  read  as 
follows: 

§  864.7440  Electrophoretic  hemoglobin 
analysis  system. 

(a)  Identification.  An  electrophoretic 
hemoglobin  analysis  system  is  a  device 
that  electrophoretically  separates  and 
identifies  normal  and  abnormal 
hemoglobin  types  as  an  aid  in  the 
diagnosis  of  anemia  or  erythrocytosis 
(increased  total  red  cell  mass)  due  to  a 
hemoglobin  abnormality. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-27354  Filed  9-11-80;  8:45  am] 
BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1893] 

Classification  of  Fetal  Hemoglobin 
Assays 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  fetal  hemoglobin  assays 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53017)  a  proposed 
regulation  to  classify  fetal  hemoglobin 
assays  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666, 21667,  and  21668)  and  May 


26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7455,  to  read  as 
follows: 

§  864.7455  Fetal  hemoglobin  assay. 

(a)  Identification.  A  fetal  hemoglobin 
assay  is  a  device  that  is  used  to 
determine  the  presence  and  distribution 
of  fetal  hemoglobin  (hemoglobin  F)  in 
red  cells  or  to  measure  the  amount  of 
fetal  hemoglobin  present.  The  assay 
may  be  used  to  detect  fetal  red  cells  in 
the  maternal  circulation  or  to  detect  the 
elevated  levels  of  fetal  hemoglobin 
exhibited  in  cases  of  hemoglobin 
abnormalities  such  as  thalassemia  (a 
hereditary  hemolytic  anemia 
characterized  by  a  decreased  synthesis 
of  one  or  more  types  of  hemoglobin 
polypeptide  chains).  The  hemoglobin 
determination  may  be  made  by  methods 
such  as  electrophoresis,  alkali 
denaturation,  column  chromatography, 
or  radial  immunodiffusion. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980.  ^ 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27355  Filed  9-11-80: 8:45  am[ 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78P-0155] 

Classification  of  Glycosylated 
Hemoglobin  Assays 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  to  codify  its  1978  order  reclassifying 
glycosylated  hemoglobin  assays  from 
class  III  (premarket  approval)  into  class 
II  (performance  standards).  FDA  issued 
the  order  after  receiving  a 
manufacturer’s  reclassification  petition 
and  publishing  for  comment  the 


Federal  Register  /  Vol.  45,  No.  179  /  Friday,  September  12,  1980  /  Rules  and  Regulations  60621 


recommendation  of  an  FDA  advisory 
committee.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14. 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
supplementary  information:  Section 
513(f)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360c(f)) 
classifies  into  class  III  (premarket 
approval)  a  device  that  is  first  offered 
for  commerical  distribution  after 
enactment  of  the  Medical  Device 
Amendments  and  that  is  not 
substantially  equivalent  to  a 
preamendments  device.  On  February  21. 
1978,  Helena  Laboratories,  Beaumont, 
Texas  77704,  submitted  to  FDA  a 
petition  for  reclassification  of  a  column 
chromatographic  procedure  that  it 
intended  to  market  for  the  measurement 
of  the  glycosylated  hemoglobins,  a 
device  reclassified  into  class  III 
pursuant  to  section  513(f).  FDA 
reviewed  the  petition  and  requested 
additional  data.  On  May  24, 1978,  the 
manufacturer  submitted  the  requested 
data  as  a  supplement  to  the  petition.  The 
agency  mailed  copies  of  the  petition  to 
voting  members  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  and  asked  the  members  to  mail 
their  recommendations  to  FDA.  By 
August  31, 1978,  all  the  members  had 
responded.  The  Panel  recommended 
that  the  device  be  reclassified  into  class 
II. 

FDA  published  a  notice  of  the  Panel 
recommendation  in  the  Federal  Register 
of  September  26, 1978  (43  FR  43555),  and 
provided  a  period  of  30  days  for 
interested  persons  to  submit  written 
comments  to  FDA. 

FDA  received  no  comments  on  the 
recommendation.  Because  FDA  agreed 
with  the  Panel  recommendation,  FDA 
granted  the  petition  and  reclassified  the 
device  into  class  II  by  order  in  the  form 
of  a  letter  to  the  sponsor  dated 
November  6, 1978. 

This  regulation  codifies  the  1979 
order.  The  order  and  regulation  apply  to 
any  device  that  is  substantially 
equivalent  to  the  reclassified  device. 
FDA  determines  substantial  equivalence 
by  reviewing  premarket  notification 
submissions  under  section  510(k)  of  the 
act  (21  U.S.C.  360(k))  and  Subpart  E  of 


Part  807  of  the  regulations  (21  CFR  Part 
807,  Subpart  E). 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7470,  to  read  as 
follows: 

§  864.7470  Glycosylated  hemoglobin 
assay. 

(a)  Identification.  A  glycosylated 
hemoglobin  assay  is  a  device  used  to 
measure  the  glycosylated  hemoglobins 
(Aia,  Aib,  and  Aic)  in  a  patient’s  blood  by 
a  column  chromatographic  procedure. 
Measurement  of  glycosylated 
hemoglobin  is  used  to  assess  the  level  of 
control  of  a  patient’s  diabetes  and  to 
determine  the  proper  insulin  dosage  for 
a  patient!  Elevated  levels  of 
glycosylated  hemoglobin  indicate 
uncontrolled  diabetes  in  a  patient. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27356  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1895] 

Classification  of  Sulfhemoglobin 
Assays 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  sulfhemoglobin  assays 
into  Class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 


class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53018)  a  proposed 
regulation  to  classify  sulfhemoglobin 
assays  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7490,  to  read  as 
follows: 

§  864.7490  Sulfhemoglobin  assay. 

(a)  Identification.  A  sulfhemoglobin 
assay  is  a  device  consisting  of  the 
reagents,  calibrators,  controls,  and 
instrumentation  used  to  determine  the 
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sulfhemoglobin  (a  compound  of  sulfur 
and  hemoglobin)  content  of  human 
blood  as  an  aid  in  the  diagnosis  of 
sulfhemoglobinemia  (presence  of 
sulfhemoglobin  in  the  blood  due  to  drug 
administration  or  exposure  to  a  poison). 
This  measurement  may  be  made  using 
methods  such  as  spectroscopy, 
colorimetry,  spectrophotometry,  or 
gasometry. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-27357  Filed  9-11-80: 8:45  am] 

BILUNG  CODE  4110-03-11 


12CFR  Part  864 

[Docket  No.  78N-1896] 

Classification  of  Whole  Blood 
Hemoglobin  Assays 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  whole  blood  hemoglobin 
assays  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53019)  a  proposed 
regulation  to  classify  whole  blood 
hemoglobin  assays  into  class  II 


(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that 
including  the  purpose  of  the  assay  is  not 
necessary  to  identify  the  device. 

FDA  disagrees  with  this  comment. 
Examples  of  the  diagnostic  uses  of 
products  have  been  included  because 
FDA  believes  that  by  doing  so  it  has 
provided  a  more  complete  identification 
of  the  diagnostic  product. 

2.  One  manufacturer  suggested  that 
due  to  the  language  in  the  proposed 
regulations  for  automated  hemoglobin 
system  (44  FR  52983)  and  whole  blood 
hemoglobin  assays  (44  FR  53019),  its 
automated  hemoglobin  system  would  be 
subject  to  two  potentially  conflicting 
performance  standards.  The  comment 
noted  that  the  language  in  the  proposed 
regulation  for  automated  hemoglobin 
systems  appears  to  encompass  all  the 
devices  described  in  the  proposed 
regulation  for  whole  blood  hemoglobin 
assays.  The  comment  requested  that  the 
language  be  modified  so  that  this  system 
is  subject  to  a  single  rule. 

FDA  agrees  with  this  comment.  The 
identification  section  of  the  regulation 
for  automated  hemoglobin  systems  has 
been  modified  so  that  the  regulation 
applies  only  to  automated  systems.  That 
regulation  is  published  elsewhere  in  this 
issue  of  the  Federal  Register.  The 
identification  section  of  this  regulation 
has  been  modified  to  exclude  automated 
assays. 

3.  FDA  also  received  one  comment 
supporting  the  proposed  classification 
into  class  II  and  suggesting  that  the  slit 
width  of  the  colorimeter  or 
spectrophotometer  used  in  these  assays 
be  specified  in  any  standards 
developed. 

FDA  will  consider  addressing  this 
matter  when  a  standard  for  the  device  is 
developed. 

Accordingly,  the  regulation  has  been 
modified  to  include  the  changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7500,  to  read  as 
follows: 

§  864.7500  Whole  blood  hemoglobin 
assays. 

(a)  Identification.  A  whole  blood 
hemoglobin  assay  is  a  device  consisting 
or  reagents,  calibrators,  controls,  or 
photometric  or  spectrophotometric 
instrumentation  used  to  measure  the 
hemoglobin  content  of  whole  blood  for 
the  detection  of  anemia.  This  generic 
device  category  does  not  include 
automated  hemoglobin  systems. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513, 701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27358  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1897] 

Classification  of  Heparin  Assays 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  heparin  assays  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
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activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53020)  a  proposed 
regulation  to  classify  heparin  assays 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055, 90  Stat.  540-546  (21 
U.S.C.  360c,  "371(a)))  and  under  authority 
delegated  to  him  (21 CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7525,  to  read  as 
follows: 

§  864.7525  Heparin  assay. 

(a)  Identification.  A  heparin  assay  is  a 
device  used  to  determine  the  level  of  the 
anticoagulant  heparin  in  the  patient’s 
circulation.  These  assays  are 
quantitative  clotting  time  procedures 
using  the  effect  of  heparin  on  activated 
coagulation  factor  X  (Stuart  factor)  or 
procedures  based  on  the  neutralization 
of  heparin  by  protamine  sulfate  (a 
protein  that  neutralizes  heparin). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513, 701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27359  Filed  9-11-80. 8:45  amj 
BILUNG  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-18981 

Classification  of  Leukocyte  Alkaline 
Phosphatase  Tests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  leukocyte  alkaline 
phosphatase  tests  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53021)  a  proposed 
regulation  to  classify  leukocyte  alkaline 
phosphatase  tests  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  one  comment  received  on  the 
proposal  disagreed  with  the  proposed 
classification  of  the  leukocyte  alkaline 
phosphatase  test  into  class  I.  The 
comment  noted  that  an  error  in  the  test 
may  result  in  failure  to  diagnose 
leukemia  or  the  labeling  of  normal  cells 
as  leukemic.  The  comment  cited  the 
Panel’s  contention  that  stains  are  hard 
to  standardize,  vary  from  lot-to-lot,  and 
10  to  25  percent  of  stain  lots  are 
unusable.  Because  proper  functioning  of 
this  test  is  so  important  to  the  patient's 
health,  a  performance  standard  is 
essential  to  provide  a  reasonable 
assurance  of  safety  and  effectiveness. 
Therefore,  the  comment  recommended 
that  these  tests  be  placed  into  class  II. 

FDA  disagrees  with  the  comment  and 
is  classifying  these  tests  into  class  I  as 
proposed. 


On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Devices  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel.  At  the  meeting,  a  representative 
of  the  Health  Research  Group  (HRG) 
presented  HRG’s  view  that  leukocyte 
alkaline  phosphatase  tests  should  be 
classified  into  class  II  rather  than  class  I 
as  proposed. 

After  considering  the  comment,  the 
testimony,  and  the  Section’s 
recommendation  to  classify  the  device 
into  class  I  as  proposed,  FDA  has 
concluded  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  device. 

During  FDA’s  meeting  of  the  Section, 
one  of  the  Section  members  pointed  out 
that  the  comment’s  figure  of  10  to  25 
percent  for  unusable  stain  lots  refers  to 
the  acid  phosphatase  stain  and  not  to 
alkaline  phosphatase  stain.  The  member 
also  noted  that  an  evaluation  of  the 
stain  kits  for  this  test  had  shown  them  to 
be  very  reliable. 

Accordingly,  FDA  is  adopting  the 
proposed  regulation  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7660,  to  read  as 
follows: 

§  864.7660  Leukocyte  alkaline 
phosphatase  test. 

(a)  Identification.  A  leukocyte 
alkaline  phosphatase  test  is  a  device 
used  to  identify  the  enzyme  leukocyte 
alkaline  phosphatase  in  neutrophilic 
granulocytes  (granular  leukocytes 
stainable  by  neutral  dyes).  The 
cytochemical  identification  of  alkaline 
phosphatase  depends  on  the  formation 
of  blue  granules  in  cells  containing 
alkaline  phosphatase.  The  results  of  this 
test  are  used  to  differentiate  chronic 
granulocytic  leukemia  (a  malignant 
disease  characterized  by  excessive 
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overgrowth  of  granulocytes  in  the  bone 
marrow)  and  reactions  that  resemble 
true  leukemia,  such  as  those  occuring  in 
severe  infections  and  polycythemia 
(increased  total  red  cell  mass). 

(b)  Classification.  Class  I  (general 
controls. 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27360  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1899] 

Classification  of  Leukocyte 
Peroxidase  Tests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  leukocyte  peroxidase 
tests  into  class  I  (general  controls).  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53022)  a  proposed 
regulation  to  classify  leukocyte 
peroxidase  tests  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  one  comment  received  on  the 
proposal  disagreed  with  the  proposed 
classification  of  the  leukocyte 


peroxidase  test  into  class  I.  The 
comment  noted  that  an  error  in  the  test 
could  result  in  inappropriate  therapy  for 
leukemia.  The  comment  cited  the  Panel’s 
contention  that  stains  are  hard  to 
standardize,  vary  from  lot-to-lot,  and  10 
to  25  percent  of  stain  lots  are  unusable. 
The  comment  stated  that  a  performance 
standard  is  necessary  to  provide  a 
reasonable  assurance  of  the  safety  and 
effectiveness  of  the  test.  The  comment 
recommended  that  these  tests  be  placed 
into  class  II. 

FDA  disagrees  with  the  comment  and 
is  classifying  the  tests  into  class  I  as 
proposed. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Devices  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel.  At  that  meeting  a  representative 
of  the  Health  Research  Group  (HRG) 
presented  HRG’s  view  that  leukocyte 
peroxidase  tests  should  be  classified 
into  class  II  rather  than  class  I  as 
proposed. 

After  considering  the  comment,  the 
testimony,  and  the  Section’s 
recommendation  to  classify  the  device 
into  class  I  as  proposed,  FDA  has 
concluded  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  the  tests.  During  FDA’s 
meeting  of  the  Section,  one  of  the 
Section  members  pointed  out  that  the 
comment’s  figure  of  10  to  25  percent  for 
unusable  stain  lots  refers  to  the  acid 
phosphatase  stain  and  not  to  the 
leukocyte  peroxidase  stain.  The  member 
also  noted  that  evaluation  of  the  stain 
kits  for  this  test  had  shown  them  to  be 
very  reliable. 

Accordingly,  FDA  is  adopting  the 
proposed  regulation  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7675,  to  read  as 
follows: 


§  864.7675  Leukocyte  peroxidase  test. 

(a)  Identification.  A  leukocyte 
peroxidase  test  is  a  device  used  to 
distinguish  certain  myeloid  cells  derived 
from  the  bone  marrow,  i.e.,  neutrophils, 
eosinophils,  and  monocytes,  from 
lymphoid  cells  of  the  lymphatic  system 
and  erythroid  cells  of  the  red  blood  cell' 
series  on  the  basis  of  their  peroxidase 
activity  as  evidenced  by  staining.  The 
results  of  this  test  are  used  in  the 
differential  diagnosis  of  the  leukemias. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27361  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 

[Docket  No.  79P-0112] 

Classification  of  Platelet  Factor  4 
Radioimmunoassays 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  to  codify  its  1979  order  reclassifying 
platelet  factor  4  radioimmunoassays 
from  class  III  (premarket  approval)  to 
class  II  (performance  standards).  FDA 
issued  the  order  after  reviewing  a 
manufacturer’s  reclassification  petition 
and  publishing  for  comment  the 
recommendation  of  an  FDA  advisory 
committee.  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
supplementary  information:  Section 
513(f)  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (21  U.S.C.  360c(f)) 
classifies  into  class  III  (premarket 
approval)  a  device  that  is  first  offered 
for  commercial  distribution  after 
enactment  of  the  Medical  Device 
Amendments  and  that  is  not 
substantially  equivalent  to  a 
preamendments  device.  On  July  31, 1978, 
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Abbott  Laboratories,  North  Chicago, 
Illinois  60064,  submitted  to  FDA  a 
petition  for  reclassification  of  a  device  it 
intended  to  market  as  a 
radioimmunoassay  procedure  for  the 
measurement  of  platelet  factor  4  in 
human  plasma.  This  device  was 
classified  into  class  III  pursuant  to 
section  513(f).  On  November  21  and  22, 
1978,  the  Hematology  Section  of  the 
Clinical  Chemistry  and  Hematology 
Devices  Panel  (formerly  the  Hematology 
Device  Classification  Panel)  reviewed 
the  petition  and  requested  additional 
data  and  information.  The  petitioner 
withdrew  the  petition  on  December  8, 

1978,  and  resubmitted  it  with  additional 
data  and  information  on  January  29. 

1979.  On  February  16, 1979,  the ' 
Hematology  Section  reviewed  the 
submitted  petition,  assigned  to  this 
generic  type  of  device  the  name 
"platelet  factor  4  radioimmunoassay," 
and  recommended  that  the  device  be 
reclassified  into  class  II. 

FDA  published  a  notice  of  the 
Hematology  Section’s  recommendation 
in  the  Federal  Register  of  June  1, 1979  (44 
FR  31714),  and  provided  a  period  of  30 
days  for  interested  persons  to  submit 
written  comments  to  FDA.  FDA  received 
no  comments  on  the  recommendation. 
Because  FDA  agreed  with  the 
Hematology  Section’s  recommendation, 
the  agency  granted  the  petition  and 
reclassified  the  device  into  class  II  by 
order  in  the  form  of  a  letter  to  the 
sponsor  dated  July  18, 1979. 

This  regulation  codifies  the  1979 
order.  The  order  and  the  regulation 
apply  to  any  device  that  is  substantially 
equivalent  to  the  reclassified  device. 
FDA  determines  substantial  equivalence 
by  reviewing  premarket  notification 
submissions  under  section  510(k)  of  the 
act  (21  U.S.C.  360(k))  and  Subpart  E  of 
Part  807  of  the  regulations  (21  CFR  Part 
807,  Subpart  E). 

On  April  18, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21668,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 


amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7695,  to  read  as 
follows: 

§  864.7695  Platelet  factor  4 
radioimmunoassay. 

|  a)  Identification.  A  platelet  factor  4 
radioimmunoassay  is  a  device  used  to 
measure  the  level  of  platelet  factor  4.  a 
protein  released  during  platelet 
activation,  which  may  indicate  a 
coagulation  disorder,  such  as 
myocardial  infarction  or  coronary  artery 
disease. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

[Secs.  513,  701  [a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-273G2  Filed  9-11-80: 8:45  am) 
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21  CFR  Part  864 
[Docket  No.  78N-1900] 

Classification  of  Prothrombin 
Consumption  Tests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  prothrombin 
consumption  tests  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 


Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53023)  a  proposed 
regulation  to  classify  prothrombin 
consumption  tests  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
premable  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7720,  to  read  as 
follows: 

§  864.7720  Prothrombin  consumption  test, 

(a)  Identification.  A  prothrombin 
consumption  tests  is  a  device  that 
measures  the  patient’s  capacity  to 
generate  thromboplastin  in  the 
coagulation  process.  The  test  also  is  an 
indirect  indicator  of  qualitative  or 
quantitative  platelet  abnormalities.  It  is 
screening  test  for  thrombocytopenia 
(decreased  number  of  blood  platelets) 
and  hemophilia  A  and  B. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513.  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27383  Filed  9-11-80:  8:45  am) 
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21  CFR  Part  864 

[Docket  No.  78N-1901] 

Classification  of  Prothrombin- 
Proconvertin  Tests  and  Thrombotests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  prothrombin- 
proconvertin  tests  and  thrombotests  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drhg 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11. 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53024)  a  proposed 
regulation  to  classify  prothrombin- 
proconvertin  tests  and  thrombotests  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions. 


published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7735,  to  read  as 
follows: 

§  864.7735  Prothrombin-proconvertin  test 
and  thrombotest. 

(a)  Identification.  The  prothrombin- 
proconvertin  test  and  thrombotest  are 
devices  used  in  the  regulation  of 
coumarin  therapy  (administration  of  a 
coumarin  anticoagulant  such  as  sodium 
warfarin  in  the  treatment  of  venous 
thrombosis  and  pulmonary  embolism) 
and  as  a  diagnostic  test  in  conjunction 
with,  or  in  place  of,  the  Quick 
prothrombin  time  test  to  detect 
coagulation  disorders. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
540  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-27364  Filed  9-11-80;  8:45  am) 
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21  CFR  Part  864 
(Docket  No.  78N-1902] 

Classification  of  Prothrombin  Time 
Tests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  prothrombin  time  tests 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 


proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the' Federal 
Register  (44  FR  53025)  a  proposed 
regulation  to  classify  prothrombin  time 
tests  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7750,  to  read  as 
follows: 

§  864.7750  Prothrombin  time  test. 

(a)  Identification.  A  prothrombin  time 
test  is  a  device  used  as  a  general 
screening  procedure  for  the  detection  of 
possible  clotting  factor  deficiencies  in 
the  extrinsic  coagulation  pathway, 
which  involves  the  reaction  between 
coagulation  factors  III  and  VII,  and  to 
monitor  patients  receiving  coumarin 
therapy  (the  administration  of  one  of  the 
coumarin  anticoagulants  in  the 
treatment  of  venous  thrombosis  or 
pulmonary  embolism). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27365  Filed  9-11-80:  8:45  am) 
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21  CFR  Part  864 
[Docket  No.  78N-1903] 

Classification  of  Sickle  Cell  Tests 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  sickle  cell  tests  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panal  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53026)  a  proposed 
regulation  to  classify  sickle  cell  tests 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

The  one  comment  on  the  proposal 
noted  that  the  identification  section  of 
the  regulation  states  that  a  sickle  cell 
test  is  used  to  determine  the  sickle  cell 
hemoglobin  content  of  human  blood  to 
detect  sickle  cell  anemia.  The  comment 
suggested  that  a  sickle  cell  solubility 
test  does  not  detect  sickle  cell  anemia. 
Instead  it  detects  the  presence  of  sickle 
cell  hemoglobin,  whether  it  is  in  the 
heterozygous  or  homozygous  state. 

FDA  agrees  with  this  comment.  The 
agency  has  modified  the  identification  to 
make  it  clear  that  the  test  detects  sickle 


trait  or  sickle  cell  disease.  Therefore,  the 
proposed  regulation  is  being  adopted 
with  the  changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
•in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and 
May  26, 1978  (43  FR  22672  and  22673). 
Further  information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7825,  to  read  as 
follows: 

§  864.7825  Sickle  cell  test. 

(a)  Identification.  A  sickle  cell  test  is 
a  device  used  to  determine  the  sickle 
cell  hemoglobin  content  of  human  blood 
to  detect  sickle  cell  trait  or  sickle  cell 
diseases. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055. 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  f fairs. 

[FR  Doc.  80-27366  Filed  9-11-80:  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-19041 

Classification  of  Thrombin  Time  Tests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  thrombin  time  tests  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  date:  October  14, 1980. 


FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^127-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53027)  a  proposed 
regulation  to  classify  thrombin  time 
tests  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

In  the  one  comment  received  on  the 
proposal,  a  manufacturer  of  a  bovine 
thrombin  product  stated  that  its  product 
is  used  both  for  fibrinogen 
determination  procedures  and  for 
clotting  factor  assays.  The  manufacturer 
is  concerned  that  the  product  might  be 
subject  to  two  potentially  conflicting 
standards  due  to  the  wording  of  the 
identification  sections  of  the  proposed 
regulations  for  fibrinogen  determination 
systems  and  the  thrombin  time  tests. 
Docket  Numbers  78N-1886  and  78N- 
1904,  respectively.  The  manufacturer 
requested  that  the  proposed  regulations 
be  reworded  so  as  to  subject  bovine 
thrombin  to  a  single  standard. 

FDA  does  not  believe  that  it  is 
necessary  to  reword  the  regulations.  If 
bovine  thrombin  is  offered  as  a 
component  of  a  system  or  as  an 
accessory  to  a  system,  it  must  meet  the 
performance  standard  applicable  to  that 
system.  Therefore,  it  is  conceivable  that 
bovine  thrombin  will  be  subject  to  two 
standards.  The  matter  of  overlapping 
performance  standards  will  receive 
careful  consideration  during  the 
standard  development  process,  so  that 
the  resultant  standards  will  not  impose 
an  intolerable  burden  on  the 
manufacturers  of  these  products. 

Accordingly,  the  proposed  regulation 
is  being  adopted  without  change. 

On  April  28. 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
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26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7875,  to  read  as 
follows: 

§  864.7875  Thrombin  time  test. 

(a)  Identification.  A  thrombin  time 
test  is  a  device  used  to  measure 
fibrinogen  concentration  and  detect 
fibrin  or  fibrinogen  split  products  for  the 
evaluation  of  bleeding  disorders. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15,  l^BO. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27367  Filed  0-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1905] 

Classification  of  Thromboplastin 
Generation  Tests 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  thromboplastin 
generation  tests  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 


devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panal  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53028)  a  proposed 
regulation  to  classify  thromboplastin 
generation  tests  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  one  comment  received  on  the 
proposal  objected  to  the  proposed 
classification  of  the  thromboplastin 
generation  test  into  class  I.  The 
comment  noted  that  an  error  in  the  test 
or  its  interpretation  could  result  in  the 
failure  to  diagnose  a  serious  disorder  or 
in  an  erroneous  diagnosis  of  blood 
disease.  The  comment  stated  that  the 
test  has  been  rendered  obsolete  by  the 
more  reliable  partial  thromboplastin 
time  test.  The  comment  suggested  that 
due  to  its  relative  ineffectiveness  and 
the  resultant  risk  to  the  patient,  the  test 
should  be  placed  into  class  III. 

FDA  disagrees  with  the  comment  and 
is  classifying  the  test  into  class  1  as 
proposed. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  Hematology  Devices 
Section  of  the  Clinical  Chemistry  and 
Hematology  Devices  Panel.  At  the 
meeting,  a  representative  of  the  Health 
Research  Group  (HRG)  presented  HRG’s 
view  that  this  test  should  be  placed  into 
class  III  rather  than  class  I  as  proposed. 

After  considering  the  comment,  the 
testimony,  and  the  Section’s 
recommendation  to  classify  the  device 
into  class  I  as  proposed,  FDA  has 
decided  to  classify  the  device  into  class 
I  as  proposed.  This  test  does  not  serve 
as  the  sole  basis  for  a  diagnosis,  but 
rather  it  is  used  in  conjunction  with 
other  tests.  Therefore,  there  is  minimal 
risk  of  misdiagnosis  due  to  this  test. 

FDA  believes  that  general  controls  are 
sufficient  to  provide  reasonable 
assurance  of  the  safety  and 
effectiveness  of  this  device. 

Accordingly,  the  proposed  regulation  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and 
May  26, 1978  (43  FR  22672  and  22673). 
Further  information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 


preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7900,  to  read  as 
follows: 

§  864.7900  Thromboplastin  generation 
test. 

(a)  Identification.  A  thromboplastin 
generation  test  is  a  device  used  to  detect 
and  identify  coagulation  factor 
deficiencies  and  coagulation  inhibitors. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27368  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1906] 

Classification  of  Partial 
Thromboplastin  Time  Tests 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  partial  thromboplastin 
time  tests  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT*. 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
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Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53029)  a  proposed 
regulation  to  classify  partial 
thromboplastin  time  tests  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  H  by 
adding  new  §  864.7925,  to  read  as 
follows: 

§  864.7925  Partial  thromboplastin  time 
tests. 

(a)  Identification.  A  partial 
thromboplastin  time  test  is  a  device 
used  for  primary  screening  for 
coagulation  abnormalities,  for 
evaluation  of  the  effect  of  therapy  on 
procoagulant  disorders,  and  as  an  assay 
for  coagulation  factor  deficiencies  of  the 
intrinsic  coagulation  pathway. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27369  Filed  9-11-80;  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

(Docket  No.  78N-1908] 

Classification  of  Bothrops  Atrox 
Reagents 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  bothrops  atrox  reagents 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53031)  a  proposed 
regulation  to  classify  bothrops  atrox 
reagents  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  charges 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 


Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8100,  to  read  as 
follows: 

Subpart  I— Hematology  Reagents 

§864.8100  Bothrops  atrox  reagent. 

(a)  Identification.  A  Bothrops  atrox 

reagent  is  a  device  made  from  snake 
venom  and  used  to  determine  blood 
fibrinogen  levels  to  aid  in  the  evaluation 
of  disseminated  intravascular 
coagulation  (nonlocalized  clotting  in  the 
blood  vessels)  in  patients  receiving 
heparin  therapy  (the  administration  of 
the  anticoagulant  heparin  in  the  • 

treatment  of  thrombosis)  or  as  an  aid  in 
the  classification  of  dysfibrinogenemia 
(presence  in  the  plasma  of  functionally 
defective  fibrinogen). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-27370  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

(Docket  No.  78N-1909] 

Classification  of  Calibrators  for  Cell 
Indices 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  calibrators  for  cell 
indices  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
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September  11, 1979  [44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathololgy  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53032)  a  proposed 
regulation  to  classify  calibrators  for  cell 
indices  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  suggested  that  the 
identification  is  erroneous  because  only 
the  mean  cell  volume  (MCV)  is 
calibrated.  The  mean  cell  diameter 
(MCD),  mean  corpuscular  hemoglobin 
(MCH),  and  mean  corpuscular 
hemoglobin  concentration  (MCHC)  are 
not  biological  parameters.  The  comment 
noted  that  the  MCD  is  a  dimension 
measured  by  optical  sensing 
instruments.  The  MCH  is  based  on  the 
hemoglobin  and  hematocrit 
measurements  for  which  calibrators 
exist.  The  MCHC  is  computed.  The 
comment  suggested  that  the  cell  indices 
other  than  MCV  be  dropped  from  the 
identification  or  be  placed  in  class  II  or 
class  I. 

FDA  agrees  that  the  MCD  should  be 
deleted  from  the  identification. 

However,  some  calibrators  currently 
marketed  claim  an  intended  use  for  the 
calibration  of  instruments  that  measure 
three  red  cell  indices:  MCV,  MCH,  and 
MCHC.  In  fact,  one  of  the  references 
included  with  this  comment  lists  the  red 
cell  indices  as  MCV,  MCH,  and  MCHC. 
FDA  believes  it  is  appropriate  to  include 
the  MCH  and  MCHC  in  the 
identification. 

2.  One  comment  objected  to  the  use  of 
the  word  “fixed”  in  the  identification, 
because  its  meaning  is  not  sufficiently 
precise  to  be  understood  in  this  context. 

FDA  agrees  with  this  comment.  The 
identification  has  been  modified  to 
delete  the  term  “fixed". 

3.  One  comment  objected  to  the 
statement  that  calibrators  are  materials 
whose  "characteristics  have  been 
carefully  determined.”  The  comment 
suggested  that  precision  and  accuracy 
are  more  appropriate  than  care. 

FDA  agrees  with  this  comment.  The 
identification  has  been  modified  to 
emphasize  precision  and  accuracy 
rather  than  care. 


4.  One  comment  asserted  that  the 
device  does  not  present  a  potential 
unreasonable  risk  of  illness  or  injury 
and  thus  questioned  whether  the  device 
met  this  criterion  for  classification  into 
class  III.  The  comment  noted  that  the 
risk  of  erroneous  results  is  derived 
about  equally  from  machine 
malfunction,  reagent  deterioration, 
improper  operation  of  the  measuring 
instrument,  or  calibrator  inaccuracy. 

The  comment  also  suggested  that  a 
physician  would  not  base  a  diagnosis 
upon  a  reported  MCV  alone. 

The  agency  partially  agrees  with  the 
comment.  A  physician  would  not 
diagnose  solely  on  the  basis  of  the 
reported  MCV.  However,  FDA  believes 
that  this  device  presents  a  potential 
unreasonable  risk  of  illness  or  injury  to 
the  patient.  Although  the  risk  of 
erroneous  results  may  be  from  machine 
malfunction,  reagent  deterioration, 
improper  operation  of  the  measuring 
instrument,  or  calibrator  inaccuracy  in 
making  its  recommendation  published 
with  the  proposal,  the  Panel  believed 
that  the  first  three  criteria  could  be 
adequately  addressed  with  a 
performance  standard,  whereas 
calibrator  inaccuracy  could  not.  As 
discussed  below,  FDA  has  concluded 
that  the  device  should  be  classified  into 
class  II  rather  than  class  III  as  proposed. 

5.  One  comment  suggested  that  there 
are  unanswered  questions  concerning 
virtually  every  biological  measurement 
and  questioned  why  the  MCV  should  be 
emphasized  by  the  Panel. 

FTDA  and  the  Panel  were  concerned 
about  the  MCV  because  of  its  belief  that 
unanswered  theoretical  questions 
existed  at  that  time  which  prevented  the 
establishment  of  a  performance 
standard  for  the  calibrator. 

6.  One  comment  questioned  what  the 
Panel  meant  by  using  the  phrase  "true 
numerical  value  for  the  MCV.”  The 
comment  suggested  that  the  phrase 
implied  that  the  Panel  knows  of 
measurement  methods  superior  to  those 
employed  by  the  manufacturers  of 
calibrators.  The  comment  suggested  that 
statements  relating  to  the  inability  to 
define  a  true  numerical  value  for  the 
MCV  be  removed  unless  the  Panel 
identifies  a  measurement  method  that  is 
both  different  from  and  superior  to  those 
currently  employed. 

FDA  disagrees  with  this  interpretation 
of  the  Panel’s  statements.  At  the  time 
the  recommendation  was  made,  the 
Panel  believed  that  the  methods  used  to 
measure  MCV  were  not  sufficiently 
accurate.  The  Panel  was  not  suggesting 
that  a  superior  measurement  method 
exists. 

7.  One  comment  suggested  that 
sufficient  information  presently  exists  to 


establish  a  performance  standard  for  a 
calibrator  for  MCV,  so  that  the  device 
could  be  classified  into  class  II  rather 
than  class  III  as  proposed.  The  comment 
provided  two  references  indicating  that 
leading  authorities  agree  on  a  reference 
methodology  for  MCV  measurement. 

The  comment  also  noted  that  labeling 
requirements  (21  CFR  809.10)  require  a 
statement  of  performance 
characteristics  and  that  the  good 
manufacturing  practices  regulation  (21 
CFR  Part  820)  requires  maintenance  of 
manufacturing  records.  The  comment 
stated  that  these  regulations  provide 
performance  standards  for  a  product 
manufactured  in  compliance  with  good 
manufacturing  practices.  The  comment 
noted  that  a  proposed  draft  standard  for 
chemistry  calibrators  could  be 
submitted  as  a  standard  for  a  calibrator 
for  cell  indices  by  merely  inserting  the 
name  of  the  appropriate  analyte. 

FDA  agrees  that  sufficient  information 
exists  to  establish  a  performance 
standard  for  measuring  MCV.  However, 
neither  21  CFR  809.10  nor  21  CFR  Part 
820  specify  acceptable  ranges  for  the 
performance  characteristics  of  a 
calibrator  for  cell  indices.  A 
performance  standard  must  specify 
those  ranges.  Despite  the  similarity  in 
principle,  FDA  does  not  believe  that  a 
mere  substitution  of  terminology  would 
result  in  a  performance  standard  for  a 
calibrator  for  cell  indices.  FDA 
acknowledges,  however,  that  the 
existing  chemistry  calibrator  standard 
could  serve  as  a  basis  for  the 
development  of  a  standard  for  a 
calibrator  for  cell  indices  and  that  the 
device  should  be  classified  into  class  II 
rather  than  class  III  as  proposed. 

8.  One  comment  suggested  that  it  is 
misleading  to  state  that  premarket 
approval  will  ensure  the  safety  and 
effectiveness  of  a  device  to  a  greater 
extent  than  standards  or  general 
controls.  The  comment  noted  that  for  the 
first  30  months,  these  products  will  be 
subject  only  to  general  controls. 

FDA  agrees  that  it  will  be  at  least  30 
months  before  the  manufacturer  of  a 
calibrator  will  be  required  to 
demonstrate  the  safety  and 
effectiveness  of  its  product  through  a 
premarket  approval  application  and  that 
until  that  time,  the  product  will  be 
subject  only  to  general  controls. 

9.  One  comment  noted  that  Dr.  van 
Assendelft  did  not  state  that  the 
technology  for  the  determination  of  cell 
indices  hafc  not  advanced  to  the  stage 
that  true  values  can  be  assigned  to  these 
calibration  materials  for  cell  indices. 

The  comment  also  noted  that  this 
statement  is  not  correct. 

FDA  agrees  that  Dr.  van  Assendelft’s 
remark  was  not  accurately  reported.  Dr. 
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van  Assendelft  said  that  a  standard  for 
an  MCV  calibrator  could  not  be  written 
at  that  time  because  there  were  so  many 
questions  as  to.methods  or  methodology 
used  in  arriving  at  “a”  value  for  MCV. 

10.  One  comment  stated  that  the 
reference  provided,  when  correctly 
interpreted,  were  either  not  relevant  to 
the  issue  of  calibrators  for  cell  indices, 
or  not  condemnatory  of  such  calibrators. 

FDA  agrees  that  the  references 
provided  did  not  justify  the  proposed 
classification  into  class  III.  The  final 
regulation  classifies  these  calibrators 
into  class  II. 

11.  FDA  received  one  comment 
agreeing  with  the  proposed 
classification  into  class  III. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Section  of  the  Clinical  Chemistry  and 
Hematology  Devices  Panel  to  consider 
the  comments  received  on  the  proposal 
to  classify  calibrators  for  cell  indices 
into  class  III.  At  that  meeting,  a 
representative  of  Coulter  Electronics 
Inc.,  presented  his  view  that  calibrators 
for  cell  indices  should  be  classified  into 
class  II,  rather  than  class  III  as 
proposed.  A  representative  of 
Diagnostic  Technology  stated  that 
classification  into  class  III  is 
appropriate,  and  that  the  cell  size, 
shape,  concentration,  and  other 
pertinent  characteristics  of  calibrators 
for  cell  indices  should  be  determined 
directly  by  classical  reference  methods, 
and  that  assay  values  for  calibrators 
must  be  verifiable  by  manual  methods 
prior  to  use.  After  considering  the 
comments  and  additional  testimony,  the 
Section  concluded  that  sufficient 
information  exists  to  develop  a 
performance  standard  for  calibrators  for 
cell  indices  and  recommended  that  these 
devices  be  placed  in  class  II  rather  than 
class  III,  as  proposed. 

Based  upon  the  comments,  the 
additional  information  and  data 
submitted  on  this  device,  and  the 
Section’s  recommendation,  FDA  has 
changed  the  classification  of  calibrators 
for  cell  indices  in  the  final  rule  to  class 
II  rather  than  class  III  as  proposed.  The 
agency  believes  that  the  references 
submitted  by  one  comment  (Refs.  1  and 
2)  demonstrate  that  a  reference 
methodology  exists  for  the  measurement 
of  the  cell  indices  that  can  serve  as  the 
basis  for  the  development  of  a 
performance  standard.  Accordingly,  the 
final  regulation  is  changed  to  classify 
the  device  into  class  II.  For  the  reasons 
stated  in  the  general  provisions  for 
hematology  and  pathology  devices 
published  elsewhere  in  this  issue  of  the 
Federal  Register,  FDA  does  not  believe 
that  it  is  necessary  to  issue  a  new 
proposal  concerning  this  decision. 


Persons  who  disagree  with  classifying 
calibrators  for  cell  indices  into  class  II 
may  petition  for  reclassification  of  the 
device  under  Subpart  C  of  Part  860  of 
the  classification  procedure  regulation. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  the  changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 
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Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8150,  to  read  as 
follows: 

§  864.8150  Calibrator  for  cell  indices. 

(a)  Identification.  A  calibrator  for  cell 
indices  is  a  device  that  approximates 
whole  blood  or  certain  blood  cells  and 
that  is  used  to  set  an  instrument 
intended  to  measure  mean  cell  volume 
(MCV),  mean  corpuscular  hemoglobin 
(MCH),  and  mean  corpuscular 
hemoglobin  concentration  (MCHC),  or 
other  cell  indices.  It  is  a  suspension  of 
particles  or  cells  whose  size,  shape, 
concentration,  and  other  characteristics 
have  been  precisely  and  accurately 
determined. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27371  Filed  9-11-80:  8:45  am) 
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21  CFR  Part  864 
[Docket  No.  78N-1910] 

Classification  of  Calibrators  for 
Hemoglobin  or  Hematocrit 
Measurement 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  calibrators  for 
hemoglobin  or  hematocrit  measurement 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is.  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53033)  a  proposed 
regulation  to  classify  calibrators  for 
hemoglobin  and  hematocrit 
measurement  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  objected  to  the  . 
identification  of  calibrators  for 
hemoglobin  or  hematocrit  measurement 
as  materials  whose  "characteristics 
have  been  carefully  determined”.  The 
comment  suggested  that  the  manner  in 
which  the  characteristics  are 
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determined  is  irrelevant  and  should  be 
deleted.  Discussion  of  this  sort  is  more 
appropriate  to  the  standards 
development  process  and  at  that  time 
precision  and  accuracy  will  be 
considered  rather  than  care. 

FDA  agrees  that  the  calibrator 
material  characteristics  should  be 
precisely  and  accurately  determined 
rather  than  carefully  determined. 
Accordingly,  the  identification  has  been 
modified  to  reflect  this  emphasis.  FDA 
also  agrees  that  the  manner  in  which  the 
characteristics  are  determined  is 
appropriate  to  the  standards 
development  process. 

2.  One  manufacturer  agreed  with  the 
proposed  classification  into  class  II  but 
stated  that  the  Panel  had  not  provided 
reasoning  to  prove  that  the  labeling 
requirements  and  general  controls  are 
not  adequate  to  control  these  products. 
The  comment  recommended  that  safety 
and  effectiveness  can  be  adequately 
insured  by  general  controls  (class  I), 
including  compliance  with  labeling  and 
GMP’s,  until  a  standard  is  promulgated 
in  final  form. 

FDA  disagrees  with  this  comment. 

The  Panel  recommended  classification 
into  class  II  because  of  the  need  to 
specify  acceptable  ranges  for  the 
precision  and  accuracy  of  these  devices. 
General  controls  alone,  including 
labeling  requirements  of  21  CFR  809.10. 
will  not  specify  these  ranges.  FDA 
acknowledges,  however,  that  until  a 
standard  is  promulgated  in  final  form, 
these  devices  will  be  regulated  under 
general  controls. 

3.  One  comment  suggested  that  the 
Panel  had  not  solicited  or  considered 
information  from  industry  sources  on 
the  state-of-the-art  regarding  these 
products. 

FDA  disagrees  with  this  comment. 

The  Panel  meeting  during  which 
calibrators  were  discussed  was 
announced  in  advance  in  the  Federal 
Register.  Manufacturers  of  calibrators 
were  present  at  that  meeting,  made 
presentations,  participated  in  the 
discussions,  and  they  were  also 
represented  by  the  Panel's  industry 
representative.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 


preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8165,  to  read  as 
follows: 

§  864.8165  Calibrator  for  hemoglobin  or 
hematocrit  measurement. 

(a)  Identification.  A  calibrator  for 
hemoglobin  or  hematocrit  measurement 
is  a  device  that  approximates  whole 
blood,  red  blood  cells,  or  a  hemoglobin 
derivative  and  that  is  used  to  set 
instruments  intended  to  measure 
hemoglobin,  the  hematocrit,  or  both.  It  is 
a  material  whose  characteristics  have 
been  precisely  and  accurately 
determined. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-27372  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
(Docket  No.  78N-1911] 

Classification  of  Calibrators  for 
Platelet  Counting 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  calibrators  for  platelet 
counting  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 


proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53034)  a  proposed 
regulation  to  classify  calibrators  for 
platelet  counting  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  objected  to  the  use  of 
the  word  “fixed”  in  the  identification, 
because  its  meaning  is  not  sufficiently 
precise  to  be  understood  in  this  context. 

FDA  agrees  with  this  comment.  The 
identification  has  been  modified  to 
delete  the  term  "fixed.” 

2.  One  comment  objected  to  the 
statement  that  calibrators  are  materials 
whose  "characteristics  have  been 
carefully  determined".  The  comment 
suggested  that  precision  and  accuracy 
are  more  appropriate  than  care. 

FDA  agrees  with  this  comment.  The 
identification  has  been  modified  to 
emphasize  precision  and  accuracy 
rather  than  care. 

3.  Two  comments  suggested  further 
distinctions  between  different  kinds  of 
platelet  calibrators.  One  comment 
suggested  dividing  these  devices  into 
whole  blood  calibrators  and  platelet- 
rich  plasma  calibrators.  The  comment 
suggested  that  platelet-rich  plasma 
calibrators  have  been  shown  to  be 
effective  and  should  be  placed  in  class 
II.  Instruments  that  make  platelet  counts 
on  whole  blood  samples  must  be 
calibrated  with  platelet-rich  plasma 
calibrators.  Another  comment  suggested 
a  distinction  between  numerical 
calibration  and  size  or  threshold 
calibration,  noting  that  both  forms  of 
calibration  are  required  for  accurate 
platelet  counting. 

FDA  agrees  that  these  distinctions  are 
important.  FDA  believes  that  numerical 
and  size  calibration  were  indicated  in 
the  proposed  identification.  However, 
the  identification  has  been  modified  to 
include  whole  blood  calibrators.  As 
discussed  below,  FDA  has  concluded 
that  all  calibratorts  for  platelet  counting, 
including  platelet-rich  plasma 
calibrators,  will  be  classified  into 
class  II. 
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4.  Two  comments  objected  to  the 
statement  that  no  calibration  material 
has  sufficient  stability  or  reproducibility 
to  serve  as  a  calibrator  for  platelet 
counting.  A  reference  (Ref.  1)  was 
presented  documenting  the  stability, 
accuracy,  and  reproducibility  of 
calibration  materials. 

FDA  agrees  that  there  are  materials 
with  sufficient  stability  and 
reproducibility  to  serve  as  platelet 
calibrators. 

5.  Two  comments  objected  to  the 
statement  that  technology  has  not 
advanced  to  the  stage  that  a  true 
numerical  value  can  be  assigned  to  a 
material  to  be  used  as  a  platelet 
calibrator.  The  comments  suggested  that 
presently  there  are  a  number  of  methods 
by  which  platelet  concentration  may  be 
measured,  including  an  International 
Committee  on  Standards  in  Hematology 
(ICSH)  proposed  reference  method  (Ref. 
2)  for  counting  chamber  hemacytometry. 
One  comment  noted  that  most  of  these 
methods  do  not  require  the  use  of 
calibrators  and  thus  could  be  suitable 
reference  methods.  One  comment  noted 
that  “the  difficulties  in  platelet 
counting"  referred  to  should  not 
disqualify  a  technique  of  scientific 
measurement. 

FDA  agrees  that  methodologies  exist 
whereby  sufficiently  accurate  and 
precise  numerical  values  may  be 
assigned  to  calibration  materials  for 
platelet  counting. 

6.  Two  comments  disagreed  with  the 
agency  position  that  general  controls  or 
performance  standards  would  not 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  these 
devices.  One  comment  stated  that  the 
benefits  of  the  class  III  classification 
would  not  be  available  for  30  months. 
The  comments  suggested  that  the  good 
manufacturing  practices  and  labeling 
requirements  as  presently  enforced  by 
FDA  would  not  be  enhanced  by 
requiring  premarket  approval. 

FDA  does  not  agree  that  general 
controls  would  ensure  the  safety  and 
effectiveness  of  these  devices. 
Acceptable  ranges  for  the  precision, 
accuracy,  and  stability  of  these  products 
must  be  established  by  a  performance 
standard.  FDA  .does  acknowledge  that  it 
would  be  30  months  before  any  benefits 
could  be  derived  from  the  premarket 
approval  process.  In  any  event,  the  final 
regulation  classifies  the  device  into 
class  II  rather  than  class  III  as  proposed. 

7.  One  comment  suggested  that  FDA 
had  applied  too  broad  an  interpretation 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  regarding  the  use  of  premarket 
approval  (class  III)  for  ensuring  safety 
and  effectiveness.  The  comment 
suggested  that  the  intent  of  the  act  is  to 


use  class  III  controls  to  protect  the 
public  against  direct  life-threatening 
hazards,  and  that  platelet  calibrators  do 
not  constitute  such  a  threat. 

FDA  disagrees  with  the  comment’s 
interpretation  of  the  act.  The  act 
specifies  that  devices  that  are  “of 
substantial  importance  in  preventing  the 
impairment  of  human  health”  may,  in 
FDA’s  discretion,  be  classified  into  class 
III.  Further  discussion  of  the 
classification  of  this  device  can  be 
found  in  the  agency  response  to 
comment  number  11. 

8.  One  comment  stated  that  the 
reference  in  the  proposed  regulation 
(Ref.  1)  to  the  lack  of  stability  and 
reproducibility  of  platelet  calibrators  is 
no  longer  valid  and  should  be  deleted.  It 
was  suggested  that  those  Panel 
members  who  concurred  with  this 
opinion  be  required  to  provide  scientific 
evidence  in  support  of  their  concurrence. 

FDA  agrees  that  the  reference  in  the 
proposed  regulation  to  the  lack  of 
stability  and  reproducibility  of  the 
device  is  no  longer  valid. 

9.  One  comment  suggested  that  there 
are  a  number  of  factors  that  could  cause 
an  inaccurate  platelet  count  and  if  the 
platelet  calibrator  is  to  be  placed  into 
class  III,  then  the  other  components  of 
the  platelet  counting  system  should  also 
be  considered  for  class  III. 

FDA  agrees  that  the  platelet  calibrator 
is  but  one  of  the  components  of  the 
platelet  counting  system.  However,  its 
importance  in  establishing  the  accuracy 
of  the  platelet  count  should  not  be 
minimized.  Under  the  final  regulation, 
the  platelet  calibrator  is  classified  into 
class  II. 

10.  One  comment  noted  that  the  error 
in  the  platelet  count  mentioned  in 
Reference  2  of  the  proposed  regulation 
was  an  isolated  instance  and  is  not 
typical  of  tire  performance  of  these 
devices. 

FDA  presented  this  reference  as  an 
example  of  the  sort  of  error  that  could 
result  from  the  use  of  a  calibration 
material. 

11.  One  comment  objected  to 
classifying  calibrators  for  platelet 
counting  into  class  III.  The  comment 
stated  that  sufficient  information  exists 
to  establish  performance  standards  that 
will  ensure  the  safety  and  effectiveness 
of  the  device. 

FDA  agrees  with  the  comment  and  is 
publishing  a  final  regulation  classifying 
the  device  into  class  II. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Devices  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel.  At  the  meeting,  a  representative 
of  an  industry  group  presented  the  view 
that  calibrators  for  platelet  counting 


should  be  classified  into  class  II  rather 
than  class  III  as  proposed. 

Based  on  the  comments,  the 
presentation  and  additional  information 
reviewed  by  the  Section,  and  the 
Section’s  recommendation  that  the 
device  be  classified  into  class  II,  FDA 
has  concluded  that  sufficient 
information  exists  to  establish  a 
performance  standard  for  the  device  and 
is  classifying  the  device  into  class  II 
rather  than  class  III  as  proposed. 

For  the  reasons  stated  in  the  general 
provisions  for  hematology  or  pathology 
devices  published  elsewhere  in  this 
issue  of  the  Federal  Register,  FDA  does 
not  believe  that  it  is  necessary  to  issue  a 
new  proposal  concerning  this  decision. 
Persons  who  disagree  with  classifying 
calibrators  for  platelet  counting  into 
class  II  may  petition  for  reclassification 
of  the  device  under  Subpart  C  of  Part 
860  of  the  classification  procedure 
regulation.  Accordingly,  the  proposed 
regulation  is  being  adopted  with  the 
changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

List  of  References 

1.  Ross,  D.  W.,  L.  Aysone,  and  M.  Gulley, 
“Automated  Platelet  Counts:  Accuracy, 
Precision,  Range,"  Presented  at  Joint  ASCP/ 
CAP  Meeting,  Las  Vegas,  NE,  October  29, 

1979. 

2.  Proposed  ICSH  Reference  Method  for 
Counting  Chamber  Hemocytometry, 
“Presented  at  Meeting  of  ICSH  Expert  Panel 
on  Blood  Cell  Sizing,  Berlin,  September  3-5. 
1979. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1).  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8175,  to  read  as 
follows: 

§  864.8175  Calibrator  for  platelet  counting. 

(a)  Identification.  A  calibrator  for 
platelet  counting  is  a  device  that 
resembles  platelets  in  plasma  or  whole 
blood  and  that  is  used  to  set  a  platelet 
counting  instrument.  It  is  a  suspension 


60634  Federal  Register  /  Vol.  45,  No.  179  /  Friday,  September  12,  1980  /  Rules  and  Regulations 


of  particles  or  cells  whose  size,  shape 
concentration,  and  other  characteristics 
have  been  precisely  and  accurately 
determined. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27373  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M  , 


21  CFR  Part  864 

[Docket  No.  78N-1912] 

Classification  of  Calibrators  for  Red 
Cell  and  White  Cell  Counting 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  calibrators  for  red  cell 
and  white  cell  counting  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1989. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave„ 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53035)  a  proposed 
regulation  to  classify  calibrators  for  red 
cell  and  white  cell  counting  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 


The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  objected  to  the 
identification  of  calibrators  for  red  and 
white  cell  counting  as  materials  whose 
“characteristics  have  been  carefully 
determined.”  The  comment  suggested 
that  a  discussion  of  the  manner  in  which 
the  characteristics  are  determined  is 
irrelevant  and  should  be  deleted. 
Discussion  of  this  sort  is  more 
appropriate  to  the  standards 
development  process  and  at  that  time 
precision  and  accuracy  will  be 
considered  rather  than  care. 

FDA  agrees  that  the  materials’ 
characteristics  should  be  precisely  and 
accurately  determined,  rather  than 
carefully  determined.  Accordingly,  the 
identification  has  been  modified  to 
reflect  this  emphasis.  FDA  also  agrees 
that  a  discussion  of  the  manner  in  which 
the  characteristics  are  determined  is 
appropriate  to  the  standards 
development  process. 

2.  One  comment  noted  that  the 
technology  for  assigning  a  true  value  to 
red  cell  and  white  cell  calibrators  was 
developed  in  the  absence  of  a  standard. 
The  comment  stated  that  the  Panel  had 
not  presented  any  evidence  of  hazards 
which  are  attendant  to  the  use  of  such 
products.  The  comment  also  stated  that 
the  Panel  should  present  evidence  to 
show  that  current  labeling  and  GMP 
requirements  are  not  adequate  to  ensure 
the  safety  and  effectiveness  of  these 
products.  The  comment  recommended 
that  the  controls  of  class  I  are  adequate 
to  ensure  the  safety  and  effectiveness  of 
these  products  until  a  standard  is 
promulgated  in  final  form. 

FDA  disagrees  with  this  comment. 

The  Panel  presented  the  risk  of 
misdiagnosis  and  inappropriate  therapy 
due  to  inaccurate  data  from  an 
improperly  calibrated  cell  counting 
instrument.  The  Panel  also  stated  that  a 
performance  standard  prescribing 
acceptable  ranges  for  the  accuracy  and 
precision  of  these  devices  would  be 
sufficient  to  ensure  their  safety  and 
effectiveness.  Current  labeling  and  GMP 
requirements  would  not  specify  these 
acceptable  ranges.  Therefore,  a 
performance  standard  is  necessary.  FDA 
acknowledges  that  until  a  performance 
standard  is  promulgated  in  final  form, 
these  calibrators  will  be  regulated  under 
general  controls. 

3.  FDA  received  one  comment 
supporting  the  proposed  classification 
into  class  II  and  recommending  that  the 
assay  of  the  calibrator  be  verifiable  by  a 
second  methodology  to  ensure  the  safety 
and  effectiveness  of  the  calibrator  prior 
to  its  usage  in  the  laboratory. 


Accordingly,  the  proposed  regulation  is 
being  adopted  with  the  changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8185,  to  read  as 
follows: 

§  864.8185  Calibrator  for  red  cell  and 
white  cell  counting. 

(a)  Identification.  A  calibrator  for  red 
cell  and  white  cell  counting  is  a  device 
that  resembles  red  or  white  blood  cells 
and  that  is  used  to  set  instruments 
intended  to  count  red  cells,  white  cells, 
or  both.  It  is  a  suspension  of  particles  or 
cells  whose  size,  shape,  concentration, 
and  other  characteristics  have  been 
precisely  and  accurately  determined. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a).  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

[FR  Doc.  80-27374  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 

[Docket  No.  78N-1913] 

Classification  of  Blood  Cell  Diluents 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  cell  diluents  into  • 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
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the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53036)  a  proposed 
regulation  to  classify  blood  cell  diluents 
into  class  I  (general  controls).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  endorsed  the 
proposed  classification  into  class  I  and 
the  reasoning  set  forth  in  the  proposed 
regulation. 

FDA  is  classifying  the  device  into 
class  I  as  proposed. 

One  manufacturer  suggested  that 
blood  cell  diluents  be  placed  in  class  II. 
The  comment  noted  that  these  products 
are  critical  to  the  effective  and  reliable 
use  of  cell  counting  devices,  calibrators, 
and  quality  control  mixtures,  all  of 
which  were  placed  in  class  II  or  class  III. 
The  comment  suggested  that  the  Panel 
recommendation  was  made  on  the  basis 
of  data  concerning  sodium  azide 
diluents,  whose  performance  was 
unchanging  and  reliable.  The  comment 
notes  that  in  the  past  2  years  there  has 
been  a  shift  to  azide-free  diluents.  The 
resulting  changes  in  preservatives  and 
formula  modifications  have  affected 
certain  cell  indices  such  as  the  mean 
corpuscular  volume  (MCV).  The 
comment  cites  an  article  by  Fujii,  et  al. 
(Ref.  1),  demonstrating  that  different 
preservatives  affect  cell  shape  in 
various  ways.  The  use  of  different 
diluents  have  resulted  in  10-30p,3 
differences  between  the  MCV’s  of 
commercial  control  cells  measured  with 
impedance  type  counters  and  those 
measured  with  optical  type  counters. 
The  comment  suggested  that  placing 
these  diluents  into  class  II  would  not 
create  hardship  for  the  manufacturer  or 


adversely  affect  the  economics  of  their 
production  and  control. 

FDA  disagrees  with  this  comment. 

FDA  does  not  believe  that  it  is 
necessary  to  place  blood  cell  diluents  in 
class  II.  The  effects  of  diluents  should  be 
addressed  as  part  of  the  standards 
development  process  for  automated  cell 
counters.  Accordingly,  the  proposed 
regulation  is  being  adopted  without 
change. 

Reference 

1.  Fujii,  T„  T.  Sato,  A.  Tamura,  M. 
Wakatsuki,  and  Y.  Kanoho,  “Shape  Changes 
of  Human  Erythrocytes  Induced  by  Various 
Amphipathic  Drugs  Acting  on  the  Membrane 
of  the  Intact  Cells,”  Biochemical 
Pharmacology,  28:613-620, 1979. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8200,  to  read  as 
follows: 

§  864.8200  Blood  cell  diluent. 

(a)  Identification.  A  blood  cell  diluent 
is  a  device  used  to  dilute  blood  for 
further  testing,  such  as  blood  cell 
counting. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27375  Filed  9-11-80;  8:45  amj 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1914] 

Classification  of  Lymphocyte 
Separation  Media 

agency:  Food  and  Drug  Administration. 


action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  lymphocyte  separation 
media  into  class  I  (general  controls).  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  die 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53037)  a  proposed 
regulation  to  classify  lymphocyte 
separation  media  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8500,  to  read  as 
follows: 
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§  864.8500  Lymphocyte  separation 
medium. 

(a)  Identification.  A  lymphocyte 
separation  medium  ts  a  device  used  to 
isolate  lymphocytes  from  whole  blood. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27376  Filed  9-11-80:  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 

[Docket  No.  78N-1915] 

Classification  of  Red  Cell  Lysing 
Reagents 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  red  cell  lysing  reagents 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53037)  a  proposed 
regulation  to  classify  red  cell  lysing 
reagents  into  class  I  (general  controls). 

A  period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

Two  comments  were  received  on  the 
proposal.  The  following  is  a  summary  of 


these  comments  and  the  agency’s 
response  to  them: 

1.  One  comment  noted  that  the  lysing 
reagent  does  not  physically  remove  red 
blood  cells  from  the  solution.  Cellular 
debris  remains  suspended  in  the 
solution  or  it  is  dissolved.  The  comment 
suggested  that  the  concept  of  red  cell 
removal  be  deleted  from  the 
identification. 

FDA  agrees  with  this  comment.  The 
identification  has  been  modified  to 
correct  the  misstatement  in  the  proposed 
regulation. 

2.  FDA  received  one  comment  in 
support  of  the  Panel’s  recommendation 
and  in  agreement  with  the  reasoning  set 
forth  in  the  proposed  regulation. 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  the  changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8540,  to  read  as 
follows: 

§  864.8540  Red  cell  lysing  reagent. 

(a)  Identification.  A  red  cell  lysing 
reagent  is  a  device  used  to  lyse  (destroy) 
red  blood  cells  for  hemoglobin 
determinations  or  aid  in  the  counting  of 
white  blood  cells. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27377  Filed  9-11-80;  8:45  am) 
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21  CFR  Part  864 
[Docket  No.  78N-1916] 

Classification  of  Hematology  Quality 
Control  Mixtures 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  hematology  quality 
control  mixtures  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Device 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53038)  a  proposed 
regulation  to  classify  hematology  quality 
control  mixtures  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 

1.  One  comment  stated  that  the 
proposed  class  II  classification  is  not 
necessary  to  ensure  the  safety  and 
effectiveness  of  these  products.  The 
comment  disputed  the  view  that  a 
laboratory  would  not  know  that  its 
reagents  had  deteriorated  or  that  an 
instrument  was  malfunctioning.  The 
comment  noted  that  the  instrument 
provides  warnings  to  the  user 
independent  of  the  quality  control 
mixture.  The  comment  recommended 
that  FDA  comment  on  current  labeling 
deficiencies  concerning  system 
malfunction  and  customer  alerts.  The 
comment  admitted  that  performance 


Federal  Register  /  Vol.  45,  No.  179  /  Friday,  September  12,  1980  /  Rules  and  Regulations  60637 


standards  may  be  necessary  for  assays 
carried  our  entirely  by  manual  methods 
but  the  quality  control  mixtures  used  or 
recommended  for  use  with  automated 
systems  may  be  adequately  regulated 
under  thea  class  I  provisions. 

FDA  disagrees  with  this  comment. 

FDA  believes  that  a  defective  quality 
control  material  can  mask  instrument 
malfunction  or  reagent  deterioration.  If 
it  were  true,  as  the  comment  asserted, 
that  sufficient  warnings  are  provided  by 
the  instrument,  quality  control  mixtures 
would  not  be  required.  This  is  not  the 
case.  FDA  does  not  believe  it  is 
necessary  to  comment  on  current 
labeling  concerning  instrument 
malfunctions  and  customer  alerts.  FDA 
believes  that  quality  control  materials 
are  marketed  for  use  in  both  manual  and 
automated  procedures  and  that  class  II 
is  appropriate  to  use  in  both  types  of 
procedures.  FDA  does  not  believe  that 
general  controls  will  adequately 
regulate  quality  control  materials 
because  general  controls  do  not  specify 
acceptable  ranges  for  the  precision  and 
accuracy  of  these  materials.  This 
specification  can  be  accomplished  only 
through  performance  standards.  FDA 
acknowledges,  however,  that  until  a 
performance  standard  is  promulgated  in 
final  form,  these  devices  will  be 
regulated  as  class  I  devices. 

2.  One  comment  noted  that  the  Panel 
based  its  recommendation  upon  its 
members’  clinical  experience  and  did 
not  consider  the  comments  of  the 
industry  or  product  users. 

FDA  disagrees  with  this  comment. 

The  agenda  of  the  Hematology  Devices 
Section  of  the  Clinical  Chemistry  and 
Hematology  Devices  Panel  were 
announced  in  the  Federal  Register,  the 
manufacturers  and  the  public  were 
afforded  an  opportunity  to  participate  in 
these  meetings,  and  their  interests  were 
also  represented  by  industry  and 
consumer  representatives  at  the  Panel 
meetings. 

3.  FDA  received  one  comment  in 
support  of  the  proposed  class  II 
classification.  The  comment  also  stated 
that  a  performance  standard  for  these 
devices  should  provide  for  an 
alternative  method  for  the  verification  of 
the  accuracy  of  the  assay  values. 

FDA  will  consider  this  matter  when  it 
establishes  a  performance  standard  for 
these  devices. 

Accordingly,  FDA  is  adopting  the 
proposed  regulation  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 


(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8625,  to  read  as 
follows: 

§  864.8625  Hematology  quality  control 
mixture. 

(a)  Identification.  A  hematology 
quality  control  mixture  is  a  device  used 
to  ascertain  the  accuracy  and  precision 
of  manual,  semiautomated,  and 
automated  determinations  of  cell 
parameters  such  as  white  cell  count 
(WBC),  red  cell  count  (RBC),  platelet 
count  (PLT),  hemoglobin,  hematocrit 
(HCT),  mean  corpuscular  volume 
(MCV),  mean  corpuscular  hemoglobin 
(MCH),  and  mean  corpuscular 
hemoglobin  concentration  (MCHC). 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27378  Filed  0-11-80;  8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-1917] 

Classification  of  Russell  Viper  Venom 
Reagents 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  Russell  viper  venom 
reagents  into  class  I  (general  controls). 
The  effect  of  classifying  a  device  into 
class  I  is  to  require  that  the  device  meet 
only  the  general  controls  applicable  to 
all  devices.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53039)  a  proposed 
regulation  to  classify  Russell  viper 
venom  reagents  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  I  by 
adding  new  §  864.8950,  to  read  as 
follows: 

§  864.8950  Russell  viper  venom  reagent. 

(a)  Identification.  Russell  viper  venom 
reagent  is  a  device  used  to  determine 
the  cause  of  an  increase  in  the 
prothrombin  time. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 
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Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27379  Filed  9-11-80:  8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-1918] 

Classification  of  Blood  Bank  Supplies 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  bank  supplies  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  section  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION*.  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53040)  a  proposed 
regulation  to  classify  blood  bank 
supplies  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 


advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9050,  to  read  as 
follows: 

Subpart  J— Products  Used  in 
Establishments  That  Manufacture 
Blood  and  Blood  Products 

§  864.9050  Blood  bank  supplies. 

(a)  Identification.  Blood  bank  supplies 
are  general  purpose  devices  intended  for 
in  vitro  use  in  blood  banking.  This 
generic  type  of  device  includes  products 
such  as  blood  bank  pipettes,  bipod 
grouping  slides,  blood  typing  tubes, 
blood  typing  racks,  and  cold  packs  for 
antisera  reagents.  The  device  does  not 
include  articles  that  are  licensed  by  the 
Bureau  of  Biologies  of  the  Food  and 
Drug  Administration. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27380  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N- 1919] 

Classification  of  Empty  Containers  for 
the  Collection  and  Processing  of 
Blood  and  Blood  Components 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  empty  containers  for  the 
collection  and  processing  of  blood  and 
blood  components  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 


FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION.'  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53041)  a  proposed 
regulation  to  classify  empty  containers 
for  the  collection  and  processing  of 
blood  and  blood  components  into  class 
II  (performance  standards).  A  period  of 
60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9100,  to  read  as 
follows: 

§  864.9100  Empty  container  for  the 
collection  and  processing  of  blood  and 
blood  components. 

(a)  Identification.  An  empty  container 
for  the  collection  and  processing  of 
blood  and  blood  components  is  a  device 
intended  for  medical  purposes  that  is  an 
empty  plastic  bag  or  plastic  or  glass 
bottle  used  to  collect,  store,  or  transfer 
blood  and  blood  components  for  further 
processing. 
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(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27381  Filed  0-11-80: 8:45  am) 
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21  CFR  Part  864 
[Docket  No.  78N-1920] 

Classification  of  Vacuum-Assisted 
Blood  Collection  Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  vacuum-assisted  blood 
collection  systems  into  class  I  (general 
controls).  The  effect  of  classifying  a 
device  into  class  I  is  to  require  that  the 
device  meet  only  the  general  controls 
applicable  to  all  devices.  This  action  is 
being  taken  under  the  Medical  Device 
Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53042)  a  proposed 
regulation  to  classify  vacuum-assisted 
blood  collection  systems  into  class  I 
(general  controls).  A  period  of  60  days 
was  provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 


them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  ]  by 
adding  new  §  864.9125,  to  read  as 
follows: 

§  864.9125  Vacuum-assisted  blood 
collection  system. 

(a)  Identification.  A  vacuum-assisted 
blood  collection  system  is  a  device 
intended  for  medical  purposes  that  uses 
a  vacuum  to  draw  blood  for  subsequent 
reinfusion.  • 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27382  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  8S4 
[Docket  No.  78N-1921] 

Classification  of  Processing  Systems 
for  Frozen  Blood 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  processing  systems  for 
frozen  blood  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53043)  a  proposed 
regulation  to  classify  processing  systems 
for  frozen  blood  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
:  delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9145,  to  read  as 
follows: 

§  864.9145  Processing  system  for  frozen 
blood. 

(a)  Identification.  A  processing 
system  for  frozen  blood  is  a  device  used 
to  glycerolize  red  blood  cells  prior  to 
freezing  to  minimize  hemolysis 
(disruption  of  the  red  cell  membrane 
accompanied  by  the  release  of 
hemoglobin)  due  to  freezing  and  thawing 
of  red  blood  cells  and  to  deglycerolize 
and  wash  thawed  cells  for  subsequent 
reinfusion. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 
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(Secs.  513,  701(a),  52  Stat.  1055.  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs.  • 

(FR  Doc.  89-27383  Filed  9-11-80;  8;45  am) 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
(Docket  No.  78N-1922] 

Classification  of  Blood  Group 
Substances  of  Nonhuman  Origin  for  in 
Vitro  Diagnostic  Use 

agency:  Food  and  Drug  Administration. 
action:  Final  rule 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  group  substances 
of  nonhuman  origin  for  in  vitro 
diagnostic  use  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  taken  under  the  Medical 
Device  Amendments  of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53044)  a  proposed 
regulation  to  classify  blood  group 
substances  of  nonhuman  origin  for  in 
vitro  diagnostic  use  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 


classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9160,  to  read  as 
follows: 

§  864.9160  Blood  group  substances  of 
nonhuman  origin  for  in  vitro  diagnostic  use. 

(a)  Identification.  Blood  group 
substances  of  nonhuman  origin  for  in 
vitro  diagnostic  use  are  materials,  such 
as  blood  group  specific  substances 
prepared  from  nonhuman  sources  (e.g., 
pigs,  cows,  and  horses)  used  to  detect, 
identify,  or  neutralize  antibodies  to 
various  human  blood  group  antigens. 
This  generic  type  of  device  does  not 
include  materials  that  are  licensed  by 
the  Bureau  of  Biologies  of  the  Food  and 
Drug  Administration. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27384  Filed  9-11-80:  8:45  am) 
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21  CFR  Part  864 

(Docket  No.  78N-1923] 

Classification  of  Automated  Blood 
Grouping  and  Antibody  Test  Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  blood 
grouping  and  antibody  test  systems  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 


the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53045)  a  proposed 
regulation  to  classify  automated  blood 
grouping  and  antibody  test  systems  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

In  the  one  comment  received  on  the 
proposal,  a  manufacturer  concurred  with 
the  proposed  classification  into  class  II 
but  recommended  that  the  Panel  present 
more  evidence  to  support  its  claim  that 
class  II  is  needed  to  ensure  the  safety 
and  effectiveness.  The  manufacturer 
cited  the  long  record  of  reliability  and 
accuracy  of  its  automated  blood 
grouping  device.  The  comment 
suggested  that  these  products  may  be 
adequately  controlled  as  class  I  devices 
until  a  standard  is  promulgated  in  final 
form. 

.  FDA  disagrees  with  this  comment. 
FDA  believes  that  the  reasons  presented 
by  the  Panel  are  sufficient  to  justify 
classification  into  class  II.  The  Panel 
cited  specific  features  of  these  devices 
that  need  to  be  controlled  in  order  to 
ensure  the  accuracy  of  the  results  of  this 
device.  The  Panel  also  recognized  the 
risk  of  a  transfusion  reaction  should 
device  inaccuracy  result  in  failure  to 
detect  an  antibody  or  cause  a  blood 
grouping  error.  FDA  believes  that 
general  controls  would  not  ensure  the 
accuracy  of  the  results  produced  by  this 
device.  FDA  acknowledges,  however, 
that  until  a  performance  standard  is 
promulgated  in  final  form,  these  devices 
will  be  regulated  under  the  general 
controls  of  class  I.  Accordingly,  the 
proposed  regulation  is  being  adopted  as 
proposed. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
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classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c.  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9175,  to  read  as 
follows: 

§  864.9175  Automated  blood  grouping  and 
antibody  test  system. 

(a)  Identification.  An  automated  blood 
grouping  and  antibody  test  system  is  a 
device  used  to  group  erythrocytes  (red 
blood  cells)  and  to  detect  antibodies  to 
blood  group  antigens. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15. 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-273B5  Filed  9-11-80:  8:45  arn) 
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21  CFR  Part  864 

[Docket  No.  78N-1924] 

Classification  of  Blood  Grouping  View 
Boxes 

AGENCY:  P’ood  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  grouping  view 
boxes  into  class  I  (general  controls).  The 
effect  of  classifying  a  device  into  class  I 
is  to  require  that  the  device  meet  only 
the  general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14,  1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53046)  a  proposed 
regulation  to  classify  blood  grouping 
view  boxes  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26.  1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9185,  to  read  as 
follows: 

§  864.9185  Blood  grouping  view  box. 

(a)  Identification.  A  blood  grouping 
view  box  is  a  device  with  a  glass  or 
plastic  viewing  surface,  which  may  be 
illuminated  and  heated,  that  is  used  to 
view  cell  reactions  in  antigen-antibody 
testing. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for  rf 

Regulatory  Affairs. 

(FR  Doc.  80-27386  Filed  9-11-80:  8:45  am|  • 
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21  CFR  Part  864 
[Docket  No.  78N-1925] 

Classification  of  Blood  Mixing  Devices 
and  Blood  Weighing  Devices 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  mixing  devices 
and  blood  weighing  devices  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices  * 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53046)  a  proposed 
regulation  to  classify  blood  mixing 
devices  and  blood  weighing  devices  into 
class  I  (general  controls).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

One  comment  was  received  on  the 
proposal.  The  following  is  a  summary  of 
this  comment  and  the  agency’s  response 
to  it: 

The  comment  stated  that  the 
identification  is  confusing.  The  device  is 
identified  as  a  blood  mixing  and 
weighing  device  but  the  identification 
states  that  the  device  either  mixes  blood 
or  weighs  blood. 

FDA  agrees  that  the  proposed 
identification  was  confusing.  The 
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agency  modified  the  name  of  the  generic 
type  of  device  and  its  identification  to 
make  it  clear  that  the  rule  applies  to  two 
groups  of  devices,  blood  mixing  devices 
and  blood  weighing  devices  that  are 
intended  for  medical  purposes. 
Accordingly,  the  proposed  regulation  is 
being  adopted  with  the  changes  noted. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9195,  to  read  as 
follows: 

§  864.9195  Blood  mixing  devices  and 
blood  weighing  devices. 

(a)  Identification.  A  blood  mixing 
device  is  a  device  intended  for  medical 
purposes  that  is  used  to  mix  blood  or 
blood  components  by  agitation.  A  blood 
weighing  device  is  a  device  intended  for 
medical  purposes  that  is  used  to  weigh 
blood  or  blood  components  as  they  are 
collected. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27387  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 

[Docket  No.  78N-1926] 

Classification  of  Blood  and  Plasma 
Warming  Devices 

AGENCY:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  nonelectromagnetic 


blood  and  plasma  warming  devices  into 
class  II  (performance  standards)  and 
electromagnetic  blood  and  plasma 
warming  devices  into  class  III 
(premarket  approval).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  premarket  approval 
application  must  be  submitted  to  FDA 
on  or  before  April  29, 1983,  or  90  days 
after  promulgation  of  a  separate 
regulation  requiring  premarket  approval 
of  the  device,  whichever  occurs  later. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53047)  a  proposed 
regulation  to  classify 
nonelectromagnetic  blood  and  plasma 
warming  devices  into  class  III 
(premarket  approval).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 


new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9205,  to  read  as 
follows: 

§  864.9205  Blood  and  plasma  warming 
device. 

(a)  Nonelectromagnetic  blood  or 
plasma  warming  device — (1) 
Identification.  A  nonelectromagnetic 
blood  and  plasma  warming  device  is  a 
device  that  warms  blood  or  plasma,  by 
means  other  than  electromagnetic 
radiation,  prior  to  administration. 

(2)  Classification.  Class  II 
(performance  standards). 

(b)  Electromagnetic  blood  and  plasma 
warming  device — (1)  Identification.  An 
electromagnetic  blood  and  plasma 
warming  device  is  a  device  that  employs 
electromagnetic  radiation  (radiowaves 
or  microwaves)  to  warm  a  bag  or  bottle 
of  blood  or  plasma  prior  to 
administration. 

(2)  Classfication.  Class  III  (premarket 
approval). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A f  fairs. 

|FR  Doc.  80-27388  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1927] 

Classification  of  Cell-Freezing 
Apparatus  and  Reagents  for  In  Vitro 
Diagnostic  Use 

agency:  Food  and  Drug  Administration. 
ACTION:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  cell-freezing  apparatus 
and  reagents  for  in  vitro  diagnostic  use 
into  class  I  (general  controls).  The  effect 
of  classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 
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FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301^27-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  PAnel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal  - 
Register  (44  FR  53050)  a  proposed 
regulation  to  classify  cell-freezing 
apparatus  and  reagents  for  in  vitro 
diagnostic  use  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9225,  to  read  as 
follows: 

§  864.9225  Cell-freezing  apparatus  and 
reagents  for  in  vitro  diagnostic  use. 

(a)  Identification.  Cell-freezing 
apparatus  and  reagents  for  in  vitro 
diagnostic  use  are  devices  used  to  freeze 
human  red  blood  cells  for  in  vitro 
diagnostic  use. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  24, 1980. 


(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27389  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 

[Docket  No.  78N-1928] 

Classification  of  Automated  Blood  Cell 
Separators 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  blood  cell 
separators  into  class  III  (premarket 
approval).  The  effect  of  classifying  a 
device  into  class  III  is  to  require  each 
manufacturer  of  the  device  to  submit  to 
FDA  a  premarket  approval  application 
that  includes  information  concerning 
safety  and  effectiveness  tests  for  the 
device.  Each  application  must  be 
submitted  to  FDA  on  or  before  April  29, 
1983,  or  90  days  after  promulgation  of  a 
separate  regulation  requiring  premarket 
approval  of  the  device,  whichever 
occurs  later.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53050)  a  proposed 
regulation  to  classify  automated  blood 
cell  separators  into  class  III  (premarket 
approval).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  following  is  a  summary  of  the 
comments  received  on  the  proposal  and 
the  agency’s  response  to  them: 


1.  A  comment  from  the  Haemonetics 
Corp.,  a  manufacturer  of  automated 
blood  cell  separators,  agreed  that 
automated  blood  cell  separators  should 
be  classified  into  class  III.  The  comment 
requested  that  the  regulation  distinguish 
cell  separators  with  reusable  bowls  from 
cell  separators  with  disposable  bowls. 
The  comment  noted  that  the  Panel 
recommendations  are  appropriate  for 
systems  employing  reusable  bowls  but 
not  for  systems  employing  disposable 
bowls.  The  comment  stated  that  cell 
separators  with  completely  disposable 
blood  pathways  do  not  present  a 
potential  unreasonable  risk  of  illness  or 
injury  nor  are  these  devices  life 
threatening.  Cross  contamination  is  not 
a  problem  with  presterilized  blood 
pathways  that  are  disposed  of  after  use. 
The  comment  noted  that  Haemonetics’  7 
years  of  experience  with  automated 
blood  cell  separators,  involving  over  1 
million  blood  processing  procedures, 
had  not  resulted  in  a  single  report  of 
infection  or  biologic  reaction  due  to 
contamination  within  the  disposable 
blood  pathway.  It  was  also  noted  that 
there  has  been  no  evidence  of  donor  or 
recipient  harm  due  to  blood 
incompatibility  caused  by  the  materials 
in  the  disposable  blood  pathways.  The 
comment  provided  additional  references 
concerning  disposable  systems,  noting 
that  the  references  published  with  the 
proposed  regulation  dealt  only  with  cell 
separators  with  reusable  bowls. 

FDA  agrees  that  the  regulation  should 
distinguish  disposable  pathway  devices 
from  reusable  bowl  devices,  as  well  as 
filtration  leukapheresis  devices. 
Therefore,  the  identification  has  been 
modified  to  reflect  this  distinction.  FDA 
agrees  that  contamination  is  not  a 
problem  with  disposable  blood 
pathways  if  their  sterility  is  assured. 
However,  the  risks  of  shock,  blood  loss, 
clotting,  exposure  to  hepatitis,  and 
delivery  of  damaged  blood  components 
still  constitute  a  potential  unreasonable 
risk  of  illness  or  injury.  FDA  agrees  that 
the  references  provided  with  the 
proposed  regulation  refer  only  to 
reusable  bowl  devices.  Therefore,  an 
additional  reference  has  been  provided 
with  the  final  regulation  (Ref.  5). 

2.  Travenol  Laboratories,  another 
manufacturer  of  automated  blood  cell 
separators,  stated  that  sufficient 
information  exists  to  write  a 
performance  standard  for  automated 
blood  cell  separators  and  that  the  Panel 
was  not  aware  of  this  information  when 
it  recommended  classification  into  class 
III.  The  comment  claimed  that  the  Panel 
had,  therefore,  placed  these  devices  in 
class  III  by  default.  The  comment  noted 
that  certain  risks  to  the  donor,  i.e. 
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activation  of  the  complement  systems, 
abdominal  pain,  heparin  toxicity,  and 
fever  in  recipient  patients,  are 
associated  only  with  filtration 
leukapheresis  and  n0t  centrifugal  cell 
separation.  The  comment  stated  that 
filtration  leukapheresis  is  almost 
nonexistent  in  the  United  States  and 
therefore  risks  associated  with  filtration 
leukapheresis  are  not  associated  with 
automated  blood  cell  separators. 
Travenol  stated  that  it  is  unaware  of  the 
Panel’s  experience  with  severe  fevers  in 
patients  due  to  pump-induced 
breakdown  of  granulocytes  or  severe 
bleeding  in  patients  after  infusion  of 
white  cells  prepared  with  an  automated 
cell  separator,  and  suggested  that  these 
problems  be  reported  to  the 
manufacturer  or  published  in  a  scientific 
journal.  The  comment  questioned  that 
the  references  cited  in  the  proposal  to 
the  proposed  regulation  supported  the 
agency’s  action.  The  thromboembolism 
problems  cited  in  reference  1  was  said 
to  be  due  to  the  improper  choice  of 
anticoagulant,  not  to  cell  separator 
malfunction,  and  was  solved  by  the  use 
of  a  micro-aggregate  filter.  The 
sterilization  problem  cited  in  reference  2 
were  said  to  be  due  largely  to  reusable 
bowls.  The  use  of  sterilized  disposable 
bowls  and  fluid  pathways  have 
eliminated  these  problems.  Reference  3 
was  said  to  refer  to  a  complete  plasma 
exchange  transfusion  and  not  to  routine 
component  donations.  Reference  4  (21 
CFR  Part  606.65)  is  a  regulation 
administered  by  the  Bureau  of  Biologies, 
FDA,  through  its  licensure  programs, 
CGMP  inspections  of  licensed 
establishments,  and  master  file 
requirements.  Travenol  believes  that 
premarket  approval  is  unnecessary  due 
to  the  controls  already  in  existence  to 
assure  safety  and  effectiveness.  The 
comment  agreed  that  the  use  of  the 
automated  blood  cell  separator  to 
prepare  blood  components  for 
transfusion  is  of  substantial  importance 
in  preventing  impairment  of  human 
health.  The  comment  asserted,  however, 
that  the  device  does  not  present  a 
potential  unreasonable  risk  to  health, 
and  it  is  not  an  implant,  life  sustaining, 
or  life  supporting. 

FDA  does  not  agree  that  there  is 
sufficient  information  to  establish  a 
performance  standard  for  these  devices. 
The  Panel  did  not  recommend  placing 
these  devices  into  class  III  “by  default” 
due  to  unfamiliarity  with  available 
information.  Rather,  the  Panel  based  its 
recommendation  on  its  members’ 
experience  with  these  devices,  including 
the  experience  of  a  member  who  is  a 
blood  banker.  FDA  agrees  that  certain 
risks  cited  in  the  proposed  regulation 


apply  only  to  filtration  leukapheresis 
devices.  However,  FDA  has  no  data  to 
support  the  comment’s  assertion  that 
filtration  leukapheresis  is  almost 
nonexistent  in  the  United  States. 
Therefore,  a  consideration  of  filtration 
devices  and  their  associated  risks  is 
appropriate  to  a  discussion  of 
automated  blood  cell  separators.  FDA 
agrees  with  the  comments  concerning 
references  1  and  2  of  the  proposed 
regulation.  Concerning  reference  3,  FDA 
notes  that  at  least  one  automated  blood 
cell  separator  is  promoted  for  use  in 
plasma  exchanges.  Because  the  use  of 
an  automated  blood  cell  separator  can 
be  of  substantial  importance  in 
preventing  impairment  of  human  health 
and  because  insufficient  information 
exists  to  write  a  performance  standard, 
premarket  approval  is  necessary  to 
provide  a  reasonable  assurance  of  the 
safety  and  effectiveness  of  automated 
blood  cell  separators. 

FDA  thus  disagrees  with  the 
comment’s  suggestion  that  automated 
blood  cell  separators  be  classified  into 
class  II  and  is  classifying  the  device  into 
class  III  as  proposed. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Section  of  the  Clinical  Chemistry  and 
Hematology  Devices  Panel  at  which  the 
comments  received  on  the  proposal 
were  considered.  At  the  meeting, 
representatives  of  Travenol 
Laboratories  presented  their  views  that 
these  devices  should  be  classified  into 
class  II. 

FDA  has  carefully  considered  the 
comments,  and  the  additional 
information  and  data  submitted  on  this 
device,  and  the  Section’s 
recommendation  that  automated  blood 
cell  separators  be  classified  into  class  III 
as  proposed.  FDA  believes  that 
insufficient  information  exists  to 
establish  a  performance  standard  for  the 
device  and  that  its  use  is  of  substantial 
importance  in  preventing  impairment  of 
human  health. 

Potential  problems  with  the  device 
such  as  clotting  in  the  bowl,  leaks  in  the 
system,  fainting,  nausea  and 
convulsions,  still  exist.  Alarm  systems 
are  built  into  the  newer  machines 
precisely  because  these  problems  can 
still  occur.  The  danger  can  be  even 
greater  if  individuals  using  the  device 
rely  upon  the  alarm  system,  and  the 
system  malfunctions.  Problems  with 
automated  blood  cell  separators  may  be 
underestimated  due  to  a  reluctance  on 
the  part  of  investigators  to  publish  a 
description  of  the  difficulties  they  have 
encountered.  Concerns  over  the 
potential  risk  to  the  donor  have  also 
been  expressed  because  automated 
blood  cell  separators  are  used 


increasingly  for  leukapheresis. 
McCullough  (Ref.  6)  believes  that 
additional  clinical  studies  will  be 
required  to  determine  the  effects  of 
leukapheresis  on  normal  donors.  FDA 
believes  that  until  these  studies  are 
completed,  the  safety  and  effectiveness 
of  this  device  have  not  been  established. 
Therefore,  premarket  approval  is 
necessary  to  provide  a  reasonable 
assurance  of  the  device’s  safety  and 
effectiveness. 

Accordingly,  the  proposed  regulation 
is  being  adopted  with  the  changes  noted. 
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On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9245,  to  read  as 
follows: 
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§  864.9245  Automated  blood  cell 
separator. 

(a)  Identification.  An  automated 
blood  cell  separator  is  a  device  that 
automatically  removes  whole  blood 
from  a  donor,  separates  the  blood  into 
components  (red  blood  cells,  white 
blood  cells,  plasma,  and  platelets), 
retains  one  or  more  of  the  components, 
and  returns  the  remainder  of  the  blood 
to  the  donor.  The  components  obtained 
are  transfused  or  used  to  prepare  blood 
products  for  administration.  These 
devices  operate  on  either  a  centrifugal 
separation  principle  or  a  filtration 
principle.  The  separation  bowls  of 
centrifugal  blood  cell  separators  may  be 
reusable  or  disposable. 

(b)  Classification.  Class  IIII 
(premarket  approval). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513, 701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A  ffairs. 

IFR  Doc.  80-27390  Filed  9-11-80;  8:45  am) 
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21  CFR  Part  864 

(Docket  No.  78N-1929] 

Classification  of  Blood  Bank 
Centrifuges  for  in  Vitro  Diagnostic  Use 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  bank  centrifuges 
for  in  vitro  diagnostic  use  into  class  I 
(general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 


activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53052)  a  proposed 
regulation  to  classify  blood  bank 
centrifuges  for  in  vitro  diagnostic  use 
into  class  I  (general  controls).  A  period 
of  60  days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  ]  by 
adding  new  §  864.9275,  to  read  as 
follows: 

§  864.9275  Blood  bank  centrifuge  for  in 
vitro  diagnostic  use. 

(a)  Identification.  A  blood  bank 
centrifuge  for  in  vitro  diagnostic  use  is  a 
device  used  only  to  separate  blood  cells 
for  further  diagnostic  testing. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs. 513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

(FR  Doc.  80-27391  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 

[Docket  No.  78N-1930] 

Classification  of  Automated  Cell- 
Washing  Centrifuges  for  Immuno- 
Hematology 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  cell-washing 
centrifuges  for  immuno-hematology  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or  more  performance  standards 
to  assure  thd  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53052)  a  proposed 
regulation  to  classify  automated  cell¬ 
washing  centrifuges  for  immuno- 
hematology  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions. 
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published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9285,  to  read  as 
follows: 

§  864.9285  Automated  cell-washing 
centrifuge  for  immuno-hematology. 

(a)  Identification.  An  automated  cell¬ 
washing  centrifuge  for  immuno- 
hematology  is  a  device  used  to  separate 
and  prepare  cells  and  sera  for  further  in 
vitro  diagnostic  testing. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055, 90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

[FR  Doc.  80-27392  Filed  9-11-80:  8:45  am| 
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21  CFR  Part  864 
[Docket  No.  78N-1931] 

Classification  of  Automated  Coombs 
Test  Systems 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  automated  Coombs  test 
systems  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  die 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 


Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Hematology 
and  Pathology  Device  Classification 
Panel).  FDA  also  published  in  that  issue 
of  the  Federal  Register  (44  FR  53053)  a 
proposed  regulation  to  classify 
automated  Coombs  test  systems  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9300,  to  read  as 
follows: 

§  864.9300  Automated  Coombs  test 
systems. 

(a)  Identification.  An  automated 
Coombs  test  system  is  a  device  used  to 
detect  and  identify  antibodies  in  patient 
sera  or  antibodies  bound  to  red  cells. 

The  Coombs  test  is  used  for  the 
diagnosis  of  hemolytic  disease  of  the 
newborn,  and  autoimmune  hemolytic 
anemia.  The  test  is  also  used  in 
crossmatching  and  in  investigating 
transfusion  reactions  and  drug-induced 
red  cell  sensitization. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 


Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27393  Filed  9-11-80;  8:45  am| 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1932] 

Classification  of  Copper  Sulfate 
Solutions  for  Specific  Gravity 
Determinations 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  copper  sulfate  solutions 
for  specific  gravity  determinations  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53054)  a  proposed 
regulation  to  classify  copper  sulfate 
solutions  for  specific  gravity 
determinations  into  class  I  (general 
controls).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received  • 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
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in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9320,  to  read  as 
follows: 

§  864.9320  Copper  sulfate  solution  for 
specific  gravity  determinations. 

(a)  Identification.  A  copper  sulfate 
solution  for  specific  gravity 
determinations  is  a  device  used  to 
determine  whether  the  hemoglobin 
content  of  a  potential  donor’s  blood 
meets  the  required  level  (12.5  grams  per 
100  milliliters  of  blood  for  women  and 
13.5  grams  per  100  milliliters  of  blood  for 
men). 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27394  Filed  9-11-80;  8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1933] 

Classification  of  Stabilized  Enzyme 
Solutions 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  stabilized  enzyme 
solutions  into  class  II  (performance 
standards).  The  effect  of  classifying  a 
device  into  class  II  is  to  provide  for  the 
future  development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440).  Food  and  Drug 


Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 

SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53055)  a  proposed 
regulation  to  classify  stabilized  enzyme 
solutions  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9400,  to  read  as 
follows: 

§  864.9400  Stabilized  enzyme  solution. 

(a)  Identification.  A  stabilized  enzyme 
solution  is  a  reagent  intended  for 
medical  purposed  that  is  used  to 
enhance  the  reactivity  of  red  blood  cells 
with  certain  antibodies,  including 
antibodies  that  are  not  detectable  by 
other  techniques.  These  enzyme 
solutions  include  papain,  bromelin,  ficin, 
and  trypsin. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 


(Secs.  513,  791(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27395  Filed  9-11-80;  8:45  am) 

BILLING  CODE  4110-03-M 

21  CFR  Part  864 
[Docket  No.  78N-193S] 

Classification  of  Lectins  and 
Protectins 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  filnal 
rule  classifying  lectins  and  protectins 
into  class  II  (performance  standards). 
The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safet  and  effectiveness  of  the  devise. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave, 

Silver  Spring,  MD  20910,  301^27-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  Clinical 
Chemistry  and  Hematology  Device 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  Pathology 
Device  Classifiction  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53057)  a  proposed 
regulation  to  classify  lectins  and 
protectins  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adoped 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19. 1978 
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(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9550,  to  read  as 
follows: 

§  864.9550  Lectins  and  protectins. 

(a)  Identification.  Lectins  and 
protectins  are  proteins  derived  from 
plants  and  lower  animals  that  cause  cell 
agglutination  in  the  presence  of  certain 
antigens.  These  substances  are  used  to 
detect  blood  group  antigens  for  in  vitro 
diagnostic  purposes. 

(b)  Classification.  Class  II 
(preformance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  A ffairs. 

(FR  Doc.  80-273S6  Filed  9-11-80: 8:45  am] 

BILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1936] 

Classification  of  Environmental 
Chambers  for  Storage  of  Platelet 
Concentrate 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  environmental  chambers 
for  storage  of  platelet  concentrate  into 
class  II  (performance  standards).  The 
effect  of  classifying  a  device  into  class  II 
is  to  provide  for  the  future  development 
of  one  or.  more  performance  standards 
to  assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 
Silver  Spring,  MD  20910,  301-427-7550. 


SUPPLEMENTARY  INFORMATION:  FDA 

published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53058)  a  proposed 
regulation  to  classify  environmental 
chambers  for  storage  of  platelet 
concentrate  into  class  II  (performance 
standards).  A  period  of  60  days  was 
provided  for  interested  persons  to 
submit  written  comments  to  FDA. 

The  one  comment  received  on  the 
proposal  suggested  that  insufficient 
information  exists  to  write  a 
performance  standard  that  would 
provide  reasonable  assurance  of  the 
safety  and  effectiveness  of  the  device. 
The  comment  cited  the  controversy  over 
the  proper  conditions  for  platelet  storage 
as  evidence  that  a  standard  cannot  be 
written.  The  comment  also  stated  that 
FDA  gives  no  indication  of  an 
acceptable  methodology  for  determining 
which  of  the  two  types  of  storage 
conditions  provides  the  greater 
assurance  of  safety  and  effectiveness. 
The  comment  suggested  that  these 
devices  be  provisionally  placed  into 
class  III  until  FDA  recognizes  an 
acceptable  methodology  for  making  this 
determination. 

FDA  disagrees  with  the  comment  and 
is  classifying  the  device  into  class  II  as 
proposed. 

On  November  19, 1979,  FDA  held  a 
public  meeting  of  the  Hematology 
Section  of  the  Clinical  Chemistry  and 
Hematology  Devices  Panel.  At  the 
meeting,  a  representative  of  the  Health 
Research  Group  (HRG)  presented  HRG’s 
view  that  environmental  chambers  for 
storage  of  platelet  concentrate  should  be 
classified  into  class  III  rather  than  class 
II  as  proposed. 

After  considering  the  comments,  the 
additional  testimony  presented  at  the 
meeting,  and  the  Section’s 
recommendation  to  classify  the  device 
into  class  II,  FDA  has  concluded  that 
there  is  sufficient  information  available 
to  establish  a  performance  standard  for 
the  device  and  is  classifying  the  device 
into  class  II  as  proposed.  Although  22°  C 
may  be  a  better  storage  temperature 
than  4°  C,  these  devices  must  merely  be 
able  to  hold  either  of  these 
temperatures,  and  a  performance 


standard  assuring  the  ability  to  hold  a 
given  temperature  can  be  written. 

In  addition,  as  suggested  in  an  article 
by  Holme  et  al.  (Ref.  1),  there  are  a 
number  of  in  vitro  tests  that  may  be 
utilized  to  assess  the  viability  of  . 
platelets  stored  under  differing 
conditions. 

Therefore,  the  proposed  regulation  is 
being  adopted  without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Reference 

1.  Holme,  S.,  K.  Vaidja,  and  S.  Murphy, 
“Platelet  Storage  at  22°  C:  Effect  of  Type  of 
Agitation  on  Morphology,  Viability,  and 
Function  In  Vitro,”  Blood,  52(2):425 — 435, 1978. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  549-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9575,  to  read  as 
follows: 

§  864.9575  Environmental  chamber  for 
storage  of  platelet  concentrate. 

(a)  Identification.  An  environmental 
chamber  for  storage  of  platelet 
concentrate  is  a  device  used  to  hold 
platelet-rich  plasma  within  a  preselected 
temperature  range. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|FR  Doc.  80-27397  Filed  9-11-80;  8:45  am] 

8ILLING  CODE  4110-03-M 


21  CFR  Part  864 
[Docket  No.  78N-1937] 

Classification  of  Potentiating  Media  for 
in  Vitro  Diagnostic  Use 

agency:  Food  and  Drug  Administration. 
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action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  potentiating  media  for  in 
vitro  diagnostic  use  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53059)  a  proposed 
regulation  to  classify  potentiating  media 
for  in  vitro  diagnostic  use  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
without  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 


amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9600,  to  read  as 
follows: 

§  884.9600  Potentiating  media  for  in  vitro 
diagnostic  use. 

(a)  Identification.  Potentiating  media 
for  in  vitro  diagnostic  use  are  media, 
such  as  bovine  albumin,  that  are  used  to 
suspend  red  cells  and  to  enhance  cell 
reactions  for  antigen-antibody  testing. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

|KR  Doc.  80-27398  Filed  9-11-80:  8.45  am| 
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21  CFR  Part  864 

[Docket  No.  78N-1938] 

Classification  of  Quality  Control  Kits 
For  Blood  Banking  Reagents 

AGENCY:  Food  and  Drug  Administration 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  quality  control  kits  for 
blood  banking  reagents  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematoloy  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53060)  a  proposed 


regulation  to  classify  quality  control  kits 
for  blood  banking  reagents  into  class  II 
(performance  standards).  A  period  of  60 
days  was  provided  for  interested 
persons  to  submit  written  comments  to 
FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26. 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9650,  to  read  as 
follows: 

§  864.9650  Quality  control  kit  for  blood 
banking  reagents. 

(a)  Identification.  A  quality  control  kit 
for  blood  banking  reagents  is  a  device 
that  consists  of  sera,  cells,  buffers,  and 
antibodies  used  to  determine  the 
specificity,  potency,  and  reactivity  of  the 
cells  and  reagents  used  for  blood 
banking. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-2739$  Filed  9-11-80;  8:45  am| 
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21  CFR  Part  864 

(Docket  No.  78N-1939) 

Classification  of  Blood  Storage 
Refrigerators  and  Blood  Storage 
Freezers 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 
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SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  blood  storage 
refrigerators  and  blood  storage  freezers 
into  class  II  (performance  standards). 

The  effect  of  classifying  a  device  into 
class  II  is  to  provide  for  the  future 
development  of  one  or  more 
performance  standards  to  assure  the 
safety  and  effectiveness  of  the  device. 
This  action  is  being  taken  under  the 
Medical  Device  Amendments  of  1976. 
EFFECTIVE  date:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53061)  a  proposed 
regulation  to  classify  blood  storage 
refrigerators  and  blood  storage  freezers 
into  class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 


adding  new  §  864.9700,  to  read  as 
follows: 

§  864.9700  Blood  storage  refrigerator  and 
blood  storage  freezer. 

(a)  Identification.  A  blood  storage 
refrigerator  and  a  blood  storage  freezer 
are  devices  intended  for  medical 
purposes  that  are  used  to  preserve  blood 
and  blood  products  by  storing  them  at 
cold  or  freezing  temperatures. 

(b)  Classification.  Class  II 
(performance  standards). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27400  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-1940] 

Classification  of  Heat-Sealing  Devices 

AGENCY:  Food  and  Drug  Administration. 
action:  Final  rule. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  heat-sealing  devices  into 
class  I  (general  controls).  The  effect  of 
classifying  a  device  into  class  I  is  to 
require  that  the  device  meet  only  the 
general  controls  applicable  to  all 
devices.  This  action  is  being  taken  under 
the  Medical  Device  Amendments  of 
1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave., 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53062)  a  proposed 
regulation  to  classify  heat-sealing 
devices  into  class  I  (general  controls).  A 
period  of  60  days  was  provided  for 


interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 

701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9750,  to  read  as 
follows: 

§  864.9750  Heat-sealing  device. 

(a)  Identification.  A  heat-sealing 
device  is  a  device  intended  for  medical 
purposes  that  uses  heat  to  seal  plastic 
bags  containing  blood  or  blood 
components. 

(b)  Classification.  Class  I  (general 
controls). 

Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a)))  , 

Dated:  June  5, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27401  Filed  9-11-80;  8:45  am] 
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21  CFR  Part  864 
[Docket  No.  78N-1942] 

Classification  of  Transfer  Sets 

agency:  Food  and  Drug  Administration. 
action:  Final  rule. 

summary:  The  Food  and  Drug 
Administration  (FDA)  is  issuing  a  final 
rule  classifying  transfer  sets  into  class  II 
(performance  standards).  The  effect  of 
classifying  a  device  into  class  II  is  to 
provide  for  the  future  development  of 
one  or  more  performance  standards  to 
assure  the  safety  and  effectiveness  of 
the  device.  This  action  is  being  taken 
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under  the  Medical  Device  Amendments 
of  1976. 

EFFECTIVE  DATE:  October  14, 1980. 

FOR  FURTHER  INFORMATION  CONTACT: 

Kaiser  Aziz,  Bureau  of  Medical  Devices 
(HFK-440),  Food  and  Drug 
Administration,  8757  Georgia  Ave, 

Silver  Spring,  MD  20910,  301-427-7550. 
SUPPLEMENTARY  INFORMATION:  FDA 
published  in  the  Federal  Register  of 
September  11, 1979  (44  FR  52950),  a 
proposed  regulation  explaining  the 
development  of  the  proposed  regulations 
classifying  hematology  and  pathology 
devices,  the  medical  device 
classification  procedures,  and  the 
activities  of  the  Hematology  and 
Pathology  Device  Section  of  the  Clinical 
Chemistry  and  Hematology  Devices 
Panel  (formerly  the  Hematology  Device 
Classification  Panel  and  the  Pathology 
Device  Classification  Panel).  FDA  also 
published  in  that  issue  of  the  Federal 
Register  (44  FR  53062)  a  proposed 
regulation  to  classify  transfer  sets  into 
class  II  (performance  standards).  A 
period  of  60  days  was  provided  for 
interested  persons  to  submit  written 
comments  to  FDA. 

No  comments  have  been  received 
regarding  the  proposed  regulation  to 
classify  this  device.  Accordingly,  the 
proposed  regulation  is  being  adopted 
with  a  minor  clarifying  change. 

On  April  28, 1978,  the  agency 
terminated  all  of  the  device 
classification  panels  and  reestablished 
them  with  the  same  functions,  but  with 
new  names  and  with  a  new  structure. 
FDA  published  notices  of  these  changes 
in  the  Federal  Register  of  May  19, 1978 
(43  FR  21666,  21667,  and  21668)  and  May 
26, 1978  (43  FR  22672  and  22673).  Further 
information  regarding  the  device 
advisory  committees  and  a  list  of  their 
new  names  may  be  found  in  the 
preamble  to  the  general  provisions, 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  513, 
701(a),  52  Stat.  1055,  90  Stat.  540-546  (21 
U.S.C.  360c,  371(a)))  and  under  authority 
delegated  to  him  (21  CFR  5.1.),  the 
Commissioner  of  Food  and  Drugs  is 
amending  Part  864  in  Subpart  J  by 
adding  new  §  864.9875,  to  read  as 
follows: 

§  864.9875  Transfer  set. 

(a)  Identification.  A  transfer  set  is  a 
device  intended  for  medical  purposes 
that  consists  of  a  piece  of  tubing  with 
suitable  adaptors  used  to  transfer  blood 
or  plasma  from  one  container  to 
another. 

(b)  Classification.  Class  II 
(performance  standards). 


Effective  date.  This  regulation  shall  be 
effective  October  14, 1980. 

(Secs.  513,  701(a),  52  Stat.  1055,  90  Stat.  540- 
546  (21  U.S.C.  360c,  371(a))) 

Dated:  August  15, 1980. 

William  F.  Randolph, 

Acting  Associate  Commissioner  for 
Regulatory  Affairs. 

[FR  Doc.  80-27402  Filed  9-11-80:  8:45  am) 
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AGENCY  PUBLICATION  ON  ASSIGNED  DAYS  OF  THE  WEEK 

The  following  agencies  have  agreed  to  publish  all 

This  is  a  voluntary  program. 

(See  OFR  NOTICE 

documents  on  two  assigned  days  of  the  week 
(Monday/Thursday  or  Tuesday/Friday). 

FR  32914,  August  6,  1976.) 

* 

Monday  Tuesday 

Wednesday 

Thursday 

Friday 

DOT/SECRETARY  USDA/ASCS 

DOT/SECRETARY 

USDA/ASCS 

DOT/COAST  GUARD  USDA/FNS 

DOT/COAST  GUARD 

USDA/FNS 

DOT/FAA  USDA/FSQS 

DOT/FAA 

USDA/FSQS 

DOT/FHWA  .  .  USDA/REA 

DOT/FHWA 

USDA/REA 

DOT/FRA  MSPB/OPM 

DOT/FRA 

MSPB/OPM 

DOT/NHTSA  LABOR 

DOT/NHTSA 

LABOR 

DOT/RSPA  HHS/FDA 

DOT/RSPA 

HHS/FDA 

DOT/SLSDC 

DOT/SLSDC 

DOT/UMTA 

DOT/UMTA 

CSA 

CSA 

Documents  normally  scheduled  for  publication  on  a  day  that  will  be  a 
Federal  holiday  will  be  published  the  next  work  day  following  the  holiday. 
Comments  on  this  program  are  still  invited. 

Comments  should  be  submitted  to  the  Day-of-the-Week  Program  Coordinator. 
Office  of  the  Federal  Register,  National  Archives  and  Records  Service, 
General  Services  Administration,  Washington,  D.C.  20408 


NOTE:  As  of  September  2,  1980,  documents  from 
the  Animal  and  Plant  Health  Inspection  Service. 
Department  of  Agriculture,  will  no  longer  be 
assigned  to  the  Tuesday/Friday  publication 
schedule. 


REMINDERS 


The  ''reminders”  below  identify  documents  that  appeared  in  issued  of 
the  Federal  Register  15  days  or  more  ago.  Inclusion  or  exclusion  from 
this  list  has  no  legal  significance. 

Rules  Going  into  Effect  Today 

FEDERAL  EMERGENCY  MANAGEMENT  AGENCY 
53956  8-13-80  /  Disaster  relief;  public  assistance  regulations 

GENERAL  SERVICES  ADMINISTRATION 
48142  7-18-80  /  Procurement,  qualified  products 

HEALTH  AND  HUMAN  SERVICES  DEPARTMENT 
Food  and  Drug  Administration — 

32296  5-16-80  /  Labeling  requirements  for  limulus  anebocyte 

lysate 

HOUSING  AND  URBAN  DEVELOPMENT  DEPARTMENT 

Office  of  the  Assistant  Secretary  for  Community  Planning 
and  Development — 

51516  8-1-80  /  Community  development  block  grants  for  Indian 

tribes  and  Alaskan  natives,  Housing  Assistance  Plan 
(HAP) 

INTERSTATE  COMMERCE  COMMISSION 
53827  8-13-80  /  Rail  carriers;  common  carrier  status  of  States, 

State  agencies  and  instrumentalities,  and  political 
subdivisions;  rules  and  exemptions  (See  45  FR  57129, 
8-27-80) 

Rule  Going  Into  Effect,  September  13, 1980 

HOUSING  AND  URBAN  DEVELOPMENT  DEPARTMENT 

Federal  Housing  Commissioner,  Office  of  Assistant 
Secretary  for  Housing — 

53806  8-13-80  /  Mortgage  insurance  and  assistance  payments  for 

home  ownership  and  project  rehabilitation:  waiver 
provision 

List  of  Public  Laws 

Note:  No  public  bills  which  have  become  law  were  received  by  the 
Office  of  the  Federal  Register  for  inclusion  in  today’s  List  of  Public 
Laws. 

Last  Listing  September  11, 1980 


